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SPECIAL  DIETARY  FOODS  LABEL 
STATEMENTS 

Proposed  Statement  of  Reasons,  Proposed 
Findings  of  Fact.  Proposed  Conclusions, 
and  Tentative  Order 

AGENCY:  Pood  and  Eh'ug  Administra¬ 
tion. 

ACTION:  Tenatit’e  Order  Following  a 
Public  Hearing  on  Regulations. 

SUMMARY:  This  tentative  order  revises 
label  statements  for  special  dietary  food. 
It  is  issued  following  a  public  hearing  on 
special  dietary  food  regulations.  The 
regulations  in  the  tentative  order  w'ould 
govern  label  statements  on  special  die¬ 
tary’  foods  for  use  in  reducing  or  main¬ 
taining  body  weight  or  caloric  intake,  or 
in  the  diet  of  diabetics,  and  prevent  mis¬ 
leading  label  statements  on  foods  that 
are  not  useful  for  these  purposes. 

DATE:  Exceptions  by  August  18, 1977. 

ADDRESS:  Written  exceptions  to  the 
Hearing  Clerk  (HPC-aO) ,  Pood  smd  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville.  Md.  20857. 

TENTATIVE  EFFECTIVE  DATE:  La¬ 
beling  may  be  changed  to  comply  with 
any  regulations  issued  as  a  result  of  this 
tentative  order  on  the  date  of  publica¬ 
tion  of  the  final  order  in  the  Federal 
Register;  all  products  initially  intro¬ 
duced  into  interstate  commerce  shall 
comply  by  July  1, 1979. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Richai*d  T.  Hunt.  Compliance  Regula¬ 
tions  Policy  Staff  (HPC-10),  Pood  and 
Drug  Administration.  Department  of 
Health.  Education,  and  Welfare,  5600 
Fishers  Lane.  Rockville,  Md.  20857, 
301-443-3480. 

SUPPLEMENTARY  INFORMATION: 
In  the  matter  of  revising  regulations  for 
food  for  special  dietary  uses,  the  Com¬ 
missioner  of  Food  and  Eirugs  is  issuing  a 
tentative  order,  following  a  public  hear¬ 
ing,  setting  forth  regulations  with  re¬ 
spect  to  label  statements  on  special  die¬ 
tary’  foods  for  use  in  reducing  or  main¬ 
taining  body  weight,  or  in  the  diet  of  dia¬ 
betics.  and  to  related  misleading  label 
statements  on  other  foods. 

The  section  numbers  discussed  in  this 
document  were  recodified  in  the  Federal 
Register  of  March  15,  1977  (42  FR 
14302) .  For  the  convenience  of  the  read¬ 
ers,  the  recodified  sections  are  indicated 
by  the  word  “formerly”  or  “now”  follow’- 
Ing  the  section  numbera 

History 

1.  On  the  Initiative  of  the  Commis¬ 
sioner  of  Food  and  Drugs,  a  notice  of 
proposed  rule  making  In  the  above- 
identified  matter  was  published  in  the 
Federal  Register  of  June  20,  1962  (27 
FR  5815),  and  numerous  cmxunents  were 


received  in  response  thereto.  Subse¬ 
quently,  orders  were  published  in  the 
Federal  Register  of  June  18,  1966  (31 
FR  8521  et  seq.),  to  become  effective 
December  15,  1966,  deleting  {1.11  (21 
CFR  1.11),  excepting  from  labeling  re¬ 
quirements  certain  artificially  sweetened 
foods  (21  CFR  5.5),  establishing  defini¬ 
tions  and  standards  of  identity  for  di¬ 
etary  supplements  of  vitamins  and 
minerals  and  for  vitamin  and  mineral- 
fortified  foods  (21  CFR  Part  80,  now  21 
CFR  Part  105),  and  revising  the  regula¬ 
tions  for  the  labeling  of  food  for  special 
dietary  uses  (21  CFR  Part  125,  now  21 
CFR  Part  105). 

2.  During  the  30-day  period  provided 
by  tlie  orders  of  June  18,  1966,  objections 
and  requests  for  a  public  hearing  were 
filed.  Consequently,  an  order  w'as  pub¬ 
lished  in  the  Federal  Register  of  De¬ 
cember  14,  1966  (31  FR  15730),  staying 
the  effective  date  of  §  5.5,  Part  80.  and 
Part  125,  and  staying  the  effective  date 
of  the  deletion  of  §  1.11,  as  published 
June  18,  1966.  The  order  of  December  14, 
1966,  gave  notice  that  a  public  hearing 
w’ould  be  held  on  the  basis  of  the  ob¬ 
jections  received,  and  set  forth  the  is¬ 
sues  to  be  decided  at  the  hearing.  Since 
the  order  also  contained  amendments 
to  the  provisions  of  Parts  80  and  125 
published  in  the  Federal  Register  of 
June  18.  1966,  an  additional  period  of  30 
dayrs  was  provided  for  the  filing  of  ob¬ 
jections  by  persons  adversely  affected. 
Numeixius  letters  objecting  to  the 
amendments  and  requesting  a  public 
hearing  were  received;  however,  no  sub¬ 
stantive  issues  not  already  stated  in  the 
order  of  December  14,  1966,  were  raised 
by  the^e  objections.  A  correction  of  a 
printer's  error  in  the  order  of  Decem¬ 
ber  14,  1966,  was  published  in  the  Fed¬ 
eral  Register  of  December  21,  1966  (31 
FR  16312), 

3.  A  notice  was  published  in  the  Fed¬ 
eral  Register  of  April  2,  1968  (33  FR 
5268),  scheduling  a  hearing  to  begin 
May  21,  1968,  and  a  prehearing  confer¬ 
ence  to  begin  May  7,  1968.  The  notice 
also  designated  Mr.  David  H.  Harris  as 
the  Hearing  Examiner  for  these  pro¬ 
ceedings,  and  notice  that  he  was  ap¬ 
pointed  a  hearing  examiner  was  pub¬ 
lished  in  the  Federal  Register  of  May  4, 
1968  (33  FR  6828). 

4.  The  hearing  was  convened  as  sched¬ 
uled  May  21, 1968,  and  recessed  the  same 
day  to  permit  continuation  of  prehear¬ 
ing  conferences.  Notice  was  given  in  the 
Federal  Register  of  June  13,  1968  (33 
FR  8679),  that  the  hearing  was  being 
reconvened  June  20,  1968.  The  hearing 
W’as  reconvened  as  scheduled  and  con¬ 
tinued  for  almost  2  years,  closing  on  May 
14, 1970. 

5.  The  taking  of  evidence  with  refer¬ 
ence  to  infant  foods  was  closed  October 
14.  1969.  Pursuant  to  21  C7FR  2.96,  and 
limited  to  the  infant  food  portion  of 
the  proceedings,  the  Hearing  Examiner 
submitted  his  report  and  certified  the 
record  together  with  his  report  to  the 
Commissioner  of  Food  and  Drugs.  This 
Hearing  Examiner’s  report,  dated  Au¬ 
gust  26. 1970,  is  part  of  the  public  record 
(Docket  No.  FDC-79)  on  file  with  the 


Hearing  Clerk,  Department  of  Health, 
Education,  and  Welfare,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

6.  The  Hearing  Examiner  subsequently 
submitted  his  report  of  tlie  entire  pro¬ 
ceedings,  except  for  the  previously  sub¬ 
mitted  portion  on  infant  foods,  and  cer¬ 
tified  the  associated  record  togetlier 
with  his  report  to  the  Commissioner  of 
Food  and  Drugs.  This  Hearing  Exami¬ 
ner’s  report,  dated  January  25,  1971,  is 
part  of  the  public  record  (Docket  No. 
FDC-78)  and  is  also  on  file  with  the 
Hearing  Clerk. 

7.  Final  orders  have  already  been  pub¬ 
lished  on  all  matters  within  the  scope 
of  the  proceeding  except  tlie  matters  cov¬ 
ered  by  this  tentative  order.  After  review 
of  the  Hearing  Examiner's  report  and 
related  material,  the  Commissioner  Is¬ 
sued  final  orders  on  §  125.5  (now  §  105.- 
65)  (label  statements  relating  to  infant 
foods)  in  the  Federal  Register  of  De¬ 
cember  10,  1971  (36  FR  23553) ;  to  hypo¬ 
allergenic  foods  (21  CFR  125.8,  now  21 
CFR  105.62)  and  to  food  for  use  as  a 
means  of  regulating  the  intake  of  sodium 
(21  CFR  125.9,  now  21  CFR  105.69)  In 
the  Federal  Register  of  May  17, 1972  (37 
FR  9763) ;  and  to  definitions,  interpre¬ 
tation  of  terms,  general  label  state¬ 
ments.  and  vitamins  and  minerals  (21 
CFR  125.1,  125.2  and  125.3,  now  21  CFR 
105.3,  105.60,  and  105.77)  in  the  Federal 
Register  of  August  2, 1973  (38  FR  20708) . 

8.  The  Commissioner’s  final  order  on 
label  statements  relating  to  definitions, 
interpretations  of  terms,  general  label 
statements,  and  vitamins  and  minerals 
was  stayed  pending  the  outcome  of  ju¬ 
dicial  review  pursuant  to  an  order  pub¬ 
lished  in  the  Federal  Register  of  October 
26,  1973  (38  FR  29577).  The  record  re¬ 
lating  to  that  order  was  reopened  for 
certain  limited  purposes  pursuant  to  ju¬ 
dicial  remand  in  “National  Nutritional 
Foods  V.  FDA.”  504  F.2d  761  (2d  Cir. 
1974) .  In  the  Federal  Register  of  Octo¬ 
ber  19,  1976  (41  FR  46156),  FDA  issued 
final  revised  regulations  governing  vita¬ 
min  and  mineral  products  in  compliance 
with  the  remand  directions  and  the  new 
amendments  to  the  Federal  Food,  Drug, 
and  Cosmetic  Act  concerning  vitamins 
and  minerals.  In  that  order,  FDA  re¬ 
vised  {{  125.1,  125.2,  and  125.3  (now 
{{  105.3,  105.60,  and  105.77)  revoked 
{  125.4  and  amended  {  125.5  (now  {  105.- 
65),  to  delete  the  reference  to  §  125.4.  In 
the  Federal  Register  of  April  19,  1977 
(42  PR  20292),  the  Commissioner  ruled 
on  two  petitions  for  reconsideration,  and 
generally  reafBrmed  the  regulations  but 
revised  ^e  regulations  on  some  matters. 

Limited  Scope  of  This  Action 

9.  This  document  pertains  only  to  reg¬ 
ulations  concerning  limited  matters  re¬ 
lating  to  the  labeling  of  foods  for  special 
dietary  use  because  of  usefulness  in  re¬ 
ducing  or  maintaining  caloric  intake  or 
body  weight  or  in  the  diet  of  diabetics 
and  related  misleading  statements  (21 
CFR  105.66  and  105.67  of  the  tentative 
order) . 

10.  The  regulations  in  the  tentative 
order  with  respect  to  foods  for  use  in  re¬ 
ducing  or  maintaining  caloric  intake  or 
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body  weight  or  for  use  in  the  diet  of 
diabetics  were  designated  21  CPR  125.5 
and  125.6,  respectively,  in  the  regulations 
on  which  the  hearing  was  held,  as  re¬ 
vised  and  stayed  by  the  order  of  Decem¬ 
ber  14,  1966.  To  be  compatible  with  the 
current  format  of  Part  125  (now  Part 
105)  in  the  Ccxle  of  Federal  Regulations, 
any  final  regulations  issued  on  these 
matters  will  be  designated  21  CFR  105.66 
and  105.67,  resjjectively. 

11.  With  the  Issuance  of  a  final  order 
on  the  matters  covered  by  this  tentative 
order,  the  rulemaking  proceeding,  com¬ 
menced  in  1962,  to  revise  the  regulations 
for  foods  for  special  dietary  uses,  will  be 
substantially  completed.  The  record  will 
remain  open  only  for  certain  limited  pur¬ 
poses  to  take  appropriate  action  in  the 
light  of  judicial  review  of  the  final  orders 
Issued  in  this  proceeding. 

Relationship  to  Proposed  Rule  on 
Saccharin 

12.  By  notice  published  in  the  Federal 
Register  of  April  15,  1977  (42  FR  19996), 
the  Commissioner  proposed  to  prohibit 
the  use  of  saccharin  as  a  food  additive, 
including  its  use  in  “diet”  soft  drinks. 
The  proceeding  to  establish  labeling  re¬ 
quirements  for  special  dietary  foods  and 
prevent  deceptive  claims  started  in  1962 
and  long  preceded  the  current  studies 
relating  to  safety  of  saccharin.  The  regu¬ 
lations  as  originally  proposed,  and  the 
regulations  stayed  for  the  public  hear¬ 
ing,  set  forth  labeling  provisions  govern¬ 
ing  special  dietary  foods  containing  non¬ 
nutritive  sweeteners. 

The  tentative  order  also  covers  label¬ 
ing  provisions  regarding  nonnutritive 
sweeteners.  The  Commissioner  intends 
to  retain  provisions  on  the  labeling  of 
nonnutritive  sweeteners  in  food  offered 
for  w’eight  control  even  if  no  safe  non¬ 
nutritive  sweeteners  are  available  for 
use  when  the  final  order  on  this  mat¬ 
ter  is  issued.  It  is  appropriate  to  have 
provisions  on  the  labeling  of  nonnutri¬ 
tive  sweeteners  in  case  a  safe  nonnutri¬ 
tive  sweetener  for  use  in  these  foods 
becomes  available.  To  avert  possible 
confusion,  the  Commissioner  has  ex¬ 
pressly  indicated  in  the  tentative  order 
that  a  nonnutritive  sweetener  may  be 
used  in  special  dietary  foods  offered  for 
weight  control  only  if  the  use  is  safe 
and  in  accordance  with  the  law  and 
regulations.  The  Commissioner  points 
out  that  there  are  other  means  be¬ 
sides  the  use  of  nonnutritive  sweeten¬ 
ers  through  which  foods  can  achieve  a 
usefulness  in  weight  control  diets,  e.g., 
reduction  in  fat  content,  use  of  natural 
juices  or  water  as  a  packing  medium. 

13.  In  citing  the  record,  the  Commis¬ 
sioner  has  used  the  following  system  of 
abbreviations: 

Tr. — For  transcript  pages  of  the  hearing. 

P. — For  exhibits  Introduced  by  the  Govern¬ 
ment,  the  proponent. 

O. — For  exhibits  Introduced  by  opponents. 
WD-G — For  written  direct  testimony  by  a 
witness  for  the  Government. 

WD-3A — For  a  written  direct  testimony  by 
a  witness  for  the  designated  opponent  (e.g., 
“3A”), 

# — File  number  of  submissions  to  the  Hear¬ 
ing  Examiner. 

HEF — Hearing  Examiner  Finding. 


14.  In  many  instances,  the  findings  of 
fact  of  the  Hearing  Examiner  are  relied 
on  and  adopted  as  the  Commissioner’s 
Proposed' Findings  of  Fact.  This  is  indi¬ 
cated  by  the  parenthetical  reference 
HEF,  with  the  number  of  the  Hearing 
Examiner’s  findings,  at  the  end  of  the 
propo.sed  finding.  If  the  Commissioner 
has  adopted  a  Hearing  Examiner  finding 
with  changes,  the  finding  is  stated  as 
being  based  on  the  Hearing  Examiner 
finding. 

Statement  of  Reasons 

The  Hearing  Examiner’s  findings, 
adopted  in  the  tentative  order,  are,  in 
most  instances,  sufficient  as  a  statement 
of  reasons  for  the  regulations  in  the  ten¬ 
tative  order.  This  statement  gives  a  sup¬ 
plementary  di.'scussion  of  the  need  for 
the  regulations,  of  the  reasons  for  the 
changes  made  in  the  stayed  regulations, 
and  of  the  reasons  for  not  accepting  some 
contentions  raised  by  participants  in  the 
hearing.  The  Commissioner  has  also 
discussed  hLs  specific  reasons  for  not 
accepting  findings  of  the  Hearing  Ex¬ 
aminer,  unless  the  reason  for  nonaccept¬ 
ance  is  evident  from  the  discussion  in  this 
statement,  or  unless  the  finding  was  not 
relevant  or  necessary.  The  Commissioner 
has  stated  in  parentheses  after  the 
Hearing  Examiner’s  findings  the  reasons 
for  not  accepting  particular  findings 
when  the  reasons  related  to  the  specific 
finding,  rather  than  major  regulatory 
issues. 

The  Commissioner  has  not  made  an  in¬ 
dividual  ruling  on  each  finding  of  fact 
and  conclusion  of  law  proposed  by  par¬ 
ticipants  to  the  Hearing  Examiner.  A 
considerable  number  of  findings  and  con¬ 
clusions  were  proposed  and  it  served  no 
useful  purpose  to  discuss  each  separately. 
Some  were  incorporated  by  the  Hearing 
Examiner  into  his  findings.  Some  pro¬ 
vided  additional  bases  for  support  of  con¬ 
clusions  adequately  supported  by  other 
findings.  Others  were  not  accepted  for 
reasons  indicated  in  the  findings  or  in 
this  statement. 

Need  for  Regulation 

Obesity  is  a  major  health  problem  in 
the  United  States.  Millions  need  to  lose 
weight.  Millions  need  to  make  a  con¬ 
scious  adjustment  in  their  eating  habits 
to  maintain  their  weight  at  a  proper 
level.  A  major  way  to  control  weight  is 
for  individuals  to  limit  their  total  daily 
intake  of  calories  while  still  choosing 
foods  that  provide  the  full  complement 
of  required  nutrients.  Sustained  weight 
loss  is  most  likely  achieved,  not  through 
crash  dieting  or  monotonous  diets,  but 
through  a  moderate  reduction  in  total 
caloric  intake  and  a  varied  selection  of 
usual  foods.  ’The  Commissioner’s  aim  in 
these  regulations  is  to  enable  those  who 
need  to  control  their  weight  to  identify 
and  evaluate  foods  which  may  particu¬ 
larly  help  them  attain  and  maintain  their 
proper  weight  •within  a  balanced  and 
nutxitious  diet  program. 

Weight  control  problems  can  be  helped 
if  foods  of  special  value  are  brought  to 
the  attention  of  purchasers.  It  is  impor¬ 
tant  that  these  regulations  permit  foods 
of  special  value  to  make  appropriate 


claims.  'The  labeling  should  be  simple  and 
conspicuous  enough  to  reach  the  pur¬ 
chaser’s  attention.  The  labeling  require¬ 
ments  should  not  be  so  burdensome  that 
manufacturers  forego  making  claims  for 
foods  which  are  of  special  value.  It  is 
equally  important,  however,  that  the 
labeling  provide  enough  information  for 
the  purchaser  to  evaluate  the  usefulness 
of  the  food  for  regulating  caloric  intake 
and  body  weight. 

The  last  major  goal  for  these  regula¬ 
tions  is  to  prevent  misleading  labeling 
claims  on  foods  that  are  not  of  value  for 
special  dietary  use.  These  other  claims 
should  either  not  be  made,  or  the  claim 
should  indicate  clearly  that  the  value  of 
the  food  does  not  relate  to  weight 
control. 

Foods  of  Special  Value  for  Reducing  or 
Maintaining  Caloric  Intake 

Any  food  can  be  eaten  by  those  on  a 
diet,  since  the  suitability  of  any  one  food 
depends  upon  the  caloric  and  nutrition 
values  of  the  other  foods  chosen  by  the 
consumer,  but  it  would  be  inappropriate, 
on  that  account,  to  allow  either  all  foods 
or  no  foods  to  claim  special  dietary  value 
for  weight  contri^  Two  types  of  food  are 
appropriately  considered  to  be  of  special 
value.  The  first  type  is  food  which  is  low 
in  calories  on  an  absolute  basis.  The  sec¬ 
ond  type  is  food  which  has  been  fabri¬ 
cated  or  altered  to  make  it  comparatively 
lower  in  calories  than  another  similar  or 
identical  food  for  which  it  can  substitute, 
e.g.,  reduced  calorie  food. 

The  use  of  a  single  low  calorie,  or  com¬ 
paratively  lower  calorie  food,  might  very 
well  not  have  dietary  significance  if  it 
were  the  sole  means  used  to  reduce  or 
maintain  weight.  People  eat  many  foods 
in  a  day,  however,  and  their  efforts  to 
control  caloric  intake  should  be  based 
on  their  total  diet  and  not  a  single  item. 
Low  calorie  foods,  reduced  calorie  foods, 
and  other  lower  calorie  substitutes  are 
genuinely  of  special  value  when  used  with 
other  measures  to  regulate  caloric  intake 
and  body  weight,  including  increased 
physical  activity,  and  consumption  of 
smaller  portions. 

General  requirements.  Paragraph  (a) 
of  §  105.66  of  the  tentative  order  contains 
the  general  requirements  applicable  to 
all  foods  tliat  purport  or  are  represented 
to  be  of  special  dietary  usefulness  for  re¬ 
ducing  or  maintaining  caloric  intake  or 
body  weight.  Section  101.3  (formerly 
§  1.8d)  of  the  regulations  governs  the 
placement  of  the  statement  on  labels  if 
not  otherwise  provided  for  in  these  regu¬ 
lations. 

One  of  the  general  requirements  is  that 
each  food  subject  to  105.66  bear  nutrition 
labeling  in  accordance  with  §  101.9  (for¬ 
merly  §1.17),  unless  exempt  under 
§  101.9.  Even  without  this  provision,  the 
foods  would  be  required  to  bear  nutrition 
labeling  since  §  101.9  requires  nutrition 
labeling  on  any  food  that  bears  any  nu¬ 
trition  claim  or  information.  Nonethe¬ 
less,  a  requirement  for  nutrition  labeling 
has  been  included  in  §  105.66  of  the  ten¬ 
tative  order  because  it  would  avoid  any 
possibility  of  confusion  about  the  appli¬ 
cability  of  $  101.9,  or  oversight  of  it. 
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Section  125.5(a)  of  the  stayed  regula¬ 
tions  required  the  label  to  bear  informa¬ 
tion  on  the  protein,  fat.  and  available 
carbohydrate  content  of  the  food.  The 
hearing  record  amply  supports  the  need 
for  labeling  information  about  nutrition. 
The  purchaser  of  special  dietary  foods 
particularly  needs  ready  access  to  nutri¬ 
tion  information  because  he  has  to  be 
sure  he  gets  all  needed  nutrients  while 
reducing  his  caloric  intake. 

The  Commissioner  has  not  proposed  to 
require  the  nutrition  information  pro¬ 
vided  for  in  the  stayed  regulation  in  ad¬ 
dition  to  nutrition  labeling  in  accordance 
with  §  101.9.  There  is  no  need  for  two 
statements  in  differing  formats;  they 
could  confuse  consumers.  The  nutrition 
labeling  provided  for  in  §  101.9  will  give 
the  purchaser  adequate  nutrition  infor¬ 
mation,  and  the  uniform  format  it  es¬ 
tablishes  for  presenting  nutrition  infor¬ 
mation  facilitates  comparisons  among 
foods. 

Paragraph  (a)  of  §  105.66  also  requires 
•  foods  offered  for  weight  control  to  bear 
a  statement  indicating  the  importance  of 
the  total  diet  in  weight  control.  This 
statement  will  bring  this  basic  principle 
of  weight  control  to  the  user's  attention 
and  clarify  that  the  claim  of  usefulness 
by  the  food  must  be  understood  in  rela¬ 
tionship  to  the  total  diet. 

Section  125.5(a)  of  the  stayed  regula¬ 
tions  did  not  provide  for  this  particular 
statement,  but  it  did  require  foods  to  bear 
the  statement  “For  calorie  restricted 
diets.”  That  statement  served  in  part  to 
direct  the  purchaser’s  attention  to  the 
importance  of  calories  and  the  total  diet, 
but  the  Commissioner  believes  that  the 
new  statement  makes  the  point  in  a 
clearer  way.  The  statement  “For  calorie 
restricted  diets”  also  served  to  identify 
foods  which  purport  to  be  useful  for 
weight  control.  Identification  is  im¬ 
portant,  but  the  Commissioner  believes 
that  this  can  be  adequately  done  through 
the  labeling  of  the  food  i^  terms  of  the 
basis  of  the  claim  it  makes,  e.g.,  “Low 
Calorie."  Accordingly,  in  the  tentative 
order,  the  Commissioner  has  not  re¬ 
quired  mandatory  use  of  the  statement 
“For  calorie  restricted  diets.” 

Food  fabricated  or  altered  to  lower 
caloric  content.  Foods  which  have  been 
fabricated  or- altered  to  make  them  of 
special  dietary  usefulness  for  maintain¬ 
ing  or  reducing  caloric  intake  or  body 
weight  would  be  required  by  §  105.66(b) 
of  the  tentative  order  to  bear  a  statement 
describing  the  fabrication  of  alteration 
and  the  percentage  by  weight  of  any 
nonnutritive  constituent  used.  This  re¬ 
quirement  has  a  purpose  similar  to  that 
of  the  provisions  in  the  stayed  regulation 
requiring  statements  about  the  use  of 
nonnutritive  sweeteners  or  other  nonnu¬ 
tritive  constitutents  and  the  percent  by 
weight  of  any  nonnutritive  constituent. 
The  percentage  by  weight  of  a  nonnutri¬ 
tive  sweetener  did  not  have  to  be  listed 
under  the  stayed  regulation,  and  need 
not  be  listed  under  the  regulation  in  this 
tentative  order  since  the  weight  of  non¬ 
nutritive  sweeteners  is  ordinarily  slight. 
.  The  Commissioner  has  not  included 
labeling  provisions  specifically  for  sugar 
substitutes  sold  as  such,  even  though  the 


stayed  regulation  contained  a  provision 
on  their  labeling.  He  believes  a  specific 
provision  is  unnecessary  in  view  of  the 
general  requirements  applicable  to  all 
foods  making  caloric  claims.  The  labels 
of  any  sugar  substitutes  will  have  to  bear 
the  statement  required  by  S  105.66  about 
the  manner  of  fabrication  or  alteration, 
and  tlie  additional  requirements  appli¬ 
cable  to  tlie  claim  of  special  dietary  use- 
fullness  made  by  the  food. 

Low  calorie  foods.  Section  105.66(c)  of 
the  tentative  order  sets  forth  the  require¬ 
ments  for  low  calorie  foods.  The  record 
indicated  the  need  to  establish  a  maxi¬ 
mum  number  of  calories  in  a  food  pro¬ 
moted  as  low  calorie  to  ensure  that  foods 
have  the  value  for  dietary  purposes  they 
purport  to  have.  The  experts  who  testi¬ 
fied  generally  agreed  that  there  should 
be  a  maximum  but  disagreed  on  what  the 
maximum  should  be,  and  on  the  bases 
upon  which  it  should  be  set. 

Section  125.5(f)(1)  of  tlie  stayed  reg¬ 
ulations  set  a  15-calorie  maximum  per 
serving,  and  a  30-calorie  maximum  on  a 
daily  intake  basis  for  a  food  labeled  “low 
calorie.”  That  calorie  requirement  re¬ 
received  “practically  no  support  from 
any  witness.  Government  or  otherwise,” 
to  quote  the  Government  Post-Hearing 
Evidentiary  Memorandum,  because  it 
was  “unrealistically  low”  and  only  a  few 
foods  would  meet  it  (#588,  p.  61).  Gov¬ 
ernment  witnesses  supported  increasing 
the  maximum  to  25  calories  per  serving, 
and  the  Hearing  Examiner  found  this 
maximum  reasonable  (HEF  486). 

The  Commissioner  accepts  the  concept 
that  the  caloric  designation  should  indi¬ 
cate  foods  of  distinctly  low  calorie  value 
in  a  single  serving.  The  Government  wit¬ 
nesses  based  the  25-calorie  maximum  on 
the  concept  that  the  low  calorie  designa¬ 
tion  should  indicate  both  foods  of  dis¬ 
tinctly  low  calorie  value  and  foods  that 
could  be  eaten  at  will  without  signicantly 
adding  to  the  total  daily  caloric  Intake 
(HEF  483;  WD-G-Levine.  Q  &  A  130- 
133>.  Some  low  calorie  foods  may  be  so 
low  in  caloric  value  that  they  can  be 
eaten  freely,  in  as  many  servings  as  a 
person  is  likely  to  want,  without  adding 
significantly  to  the  caloric  content  of  the 
total  diet,  but  the  Commissioner  has  not 
limited  the  low  calorie  food  designation 
to  foods  that  can  be  eaten  freely  in  nu¬ 
merous  servings.  Repeated  servings  of 
foods  at  the  higher  end  of  the  low  calorie 
range  could  make  a  significant  contribu¬ 
tion  for  some  people.  It  is  inevitably  a 
matter  of  applying  reasonable  judgment, 
both  by  the  Commissioner  in  establish¬ 
ing  the  requirements  and  by  the  con¬ 
sumer  in  consuming  the  food.  Consum- 
mers  will  know  from  the  caloric  content 
given  in  nutrition  labeling  whether  the 
low  calorie  foods  may  be  consumed  in  nu¬ 
merous  servings  per  day,  or  can  only  be 
consumed  in  a  single  serving  or  a  few 
servings  without  adding  significantly  to 
the  total  caloric  intake. 

The  Government’s  tS-calorie  max^ 
mum  was  criticized  on  the  basis  that  few 
foods  would  satisfy  it,  and  particularly 
few  fruits,  vegetables,  juices,  and  soups 
(e.g..  Record  cited  in  HEF  485,  #576,  Pro¬ 
posed  Findings  of  Fact  105-124).  The 
Commissioner  has  considered  this  objec¬ 


tion  carefully,  and  believes  that  the  max¬ 
imum  caloric  value  for  low  calorie  foods 
should  be  increased  to  40  calories.  The  40 
calorie  maximum  would  still  include  only 
foods  of  distinctly  low  caloric  value  and 
it  would  allow  an  increased  number  and 
variety  of  foods  to  be  labeled.  The  Com¬ 
missioner  has  analyzed  the  caloric  values 
for  foods  included  into  the  current  edi¬ 
tion  of  the  U.S.  Department  of  Agricul¬ 
ture  Handbook  No.  8  of  which  he  takes 
official  notice.  The  Commissioner  recog¬ 
nizes  that  the  determination  of  caloric 
values  for  foods  varies  depending  upon 
the  amount  estimated  as  the  serving  size 
for  different  kinds  of  foods.  Even  allow¬ 
ing  for  some  variations  in  estimates  of 
serving  sizes,  the  Commissioner  finds 
that  the  40  calorie  per  serving  maximum 
includes  a  reasonable  number  of  foods 
which  should  properly  be  recognized  as 
“low  calorie.” 

Some  parties  who  criticize  the  Govern¬ 
ment’s  position  advanced  different  con¬ 
cepts  to  be  used  in  calculating  the  maxi¬ 
mum  for  low  calorie  foods.  These  in¬ 
cluded  basing  the  determination  on  typi¬ 
cal  foods  recommended  for  use  in  diets, 
e.g.,  an  ordinary  hard  boiled  egg,  or  upon 
arithmetical  portions  of  an  appropirate 
diet,  e.g.,  one-seventh  of  the  calories  in  a 
low  calorie  meal  (#576,  Proposed  Find¬ 
ings  of  Pact  90-92) .  These  concepts  have 
not  been  accepted.  There  is  no  convincing 
evidence  that  consumers  would  under¬ 
stand  the  low  calorie  designation  in  these 
ways.  The  concepts  would  allow  foods 
containing  a  significant  number  of  calo¬ 
ries  in  a  single  serving  to  be  labeled  low 
calorie. 

It  was  also  argued  that  the  low  calorie 
term  should  be  used  to  indicate  foods 
which  are  lower  in  calories  than  similar 
foods  in  the  same  class,  or  foods  used 
for  a  similar  purpose,  by.  for  example, 
distinguishing  low  calories  vegetables 
from  high  calorie  vegetables,  or  by 
encouraging  the  use  of  fruits  in  lieu  of 
high  calorie  desserts  (WD-53-Mayer,  pp. 
43-45,  57).  To  the  extent  this  concept  is 
valid,  the  40  calories  maximum  promotes 
It  in  part.  The  Commissioner  does  not, 
however,  accept  this  concept.  Poods  in 
the  60-75  calorie  range  provides  substan¬ 
tial  calorie,  and  use  of  the  low  calorie 
designation  on  such  foods  may  lead  to 
excess  consumption  of  calories  by  con¬ 
sumers  who  associate  the  low  calories 
designation  with  distinctly  low  caloric 
content.  In  addition,  this  concept  is  based 
on  substituting  a  low  calorie  food  for  a 
number  of  different  foods,  all  of  which 
may  vary  in  nutrition. 

The  Commi.ssioner  believes  that  the 
substitution  of  one  food  for  another 
should  be  evaluated  carefully  in  relation¬ 
ship  to  the  nutrition  value  of  the  food. 
It  would  be  difficult  to  determine  nutri¬ 
tional  equivalence  with  respect  to  the 
substitution  of  one  food  for  various 
different  foods,  and  to  develop  a  labeling 
scheme  that  would  convey  to  the  pur¬ 
chaser  clearly  all  the  possible  differences 
in  nutritional  values  which  should  be 
considered  in  evaluating  whether  the 
substitution  is  appropriate.  Accordingly, 
the  Commissioner  has  not  accepted  the 
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concept  that  the  low  calorie  designation 
should  be  used  to  encourage  substitution 
of  certain  foods  for  various  dissimilar 
foods. 

The  Commissioner  has  Included  a 
caloric  density  requirement  of  0.4  caloric 
per  gram  for  low  calorie  foods,  in  lieu 
of  the  provision  in  the  stayed  regulations 
which  precluded  low  calorie  claims  by 
foods  containing  more  than  a  specified 
number  of  calories  in  the  average  total 
daily  intake.  The  dally  intake  provision 
served  to  prevent  claims  by  foods  based 
on  the  number  of  calories  in  an  indi¬ 
vidual  serving  unit  even  though  several 
units  might  be  consumed  at  a  time,  e.g., 
a  single  cookie,  a  piece  of  candy  or  a 
single  teaspoonful  of  sugar.  These  foods 
are  not  appropriate  to  consume  at  will. 
Caloric  density  distinguishes  these  in¬ 
appropriate  claims  with  greater  preci¬ 
sion.  Becaase  of  the  variability  in  serving 
sizes  for  these  foods,  statements  of 
calories  per  serving  are  not  adequately 
informative  to  aid  consumers  in  evaluat¬ 
ing  whether  these  foods  can  usefully  be 
included  in  a  calorie-restricted  diet.  The 
Importance  of  consideration  of  caloric 
density  was  presented  in  the  testimony 
in  the  hearing  (#576  at  Proposed  Find¬ 
ings  of  Fact  117-20,  122,  124,  adopted  as 
the  Commissioner’s  Proposed  Findings 
of  Fact  61-66).  This  testimony  indicated 
that  most  soups,  juices,  fruits  and  vege¬ 
tables  would  meet  the  .4  caloric  density 
requirement  provided  for  in  the  regula¬ 
tion. 

This  testimony  was  introduced  to  sup¬ 
port  the  position  that  the  “low  calorie’’ 
term  should  be  permitted  only  on  foods 
that  are  reduced  to  low  calorie  levels, 
and  on  soups,  juices,  fruits  and  vegetables 
that  are  low  calorie  as  naturally  con¬ 
stituted  (#577,  pp.  53-68) .  It  was  argued 
that  foods  that  were  not  in  these  classes 
were  inappropriate  for  use  as  low  caloric 
foods.  The  Commi.ssioner  believes  the 
caloric  density  requirement  provides  a 
better  basis  for  distinguishing  inappro¬ 
priate  low  calorie  claims  than  would  a 
requirement  that  precludes  claims  by 
foods  not  in  specified  classes. 

The  tentative  order  adopts  the  re¬ 
quirement  in  the  stayed  regulation  that 
foods  claiming  to  be  low  calorie  bear 
the  Identifying  designation  “low  calorie’’ 
or  variations  of  it  and  sets  minimiun 
standards  for  the  type  size  to  be  used  in 
the  "low  calorie’’  designation  or  varia¬ 
tions  of  it  to  eliminate  imcertaintles 
about  the  degree  of  prominence  to  ensure 
that  this  important  information  reaches 
the  consumer’s  attention.  Under  §  125.5 
of  the  stayed  regulations,  this  designa¬ 
tion  was  required  to  appear  on  the  label, 
and  §  125.2  (now  S  105.60)  of  the  regula¬ 
tions  stayed  for  the  hearing  also  required 
statements  to  appear  on  the  principal 
display  panel.  To  eliminate  any  uncer¬ 
tainty  about  placement,  and  to  ensure 
that  consumers  can  readily  identify 
foods  offered  as  low  calorie,  the  tentative 
order  requires  the  statement  to  appear 
on  the  principal  display  panel. 

Low  calorie  foods  are  of  two  types, 
those  that  are  fabricated  or  altered  to 
reduce  calorie  content  to  a  low  caloric 


level  and  those  that  are  low  In  calories 
as  ordinarily  grown  or  made,  e.g.,  celery. 
Both  types  may  be  labeled  low  calorie. 
Foods  that  are  low  calorie  as  ordinarily 
grown  or  made  may  not  be  labeled  in  a 
way  that  suggests  they  are  lower  in  cal¬ 
ories  in  comparison  with  identical  foods. 
For  example,  if  celery  were  labeled  “low 
calorie  celery”  it  would  suggest  that  the 
labeled  celery  is  lower  in  calories  than 
other  celery.  These  foods  can  make  low 
calorie  claims  in  other  ways  that  do 
not  have  a  misleading  implication,  e.g., 
“celery,  a  low  calorie  fQod”  (Number  576, 
Proposed  Finding  of  Fact  126) . 

“Reduced  calorie”  food  and  other  com¬ 
parative  claims.  Section  105.66(d)  of  the 
tentative  order  sets  forth  criteria  for  re¬ 
duced  calorie  foods.  Under  §  125.5(g) 
of  the  stayed  regulations,  a  food  could 
make  a  comparative  claim  of  usefulne.ss 
in  calorie  regulation  only  if  it  had  at 
least  a  50  percent  reduction  as  compared 
with  another  food.  Many  experts  testi¬ 
fied  that  it  was  appropriate  to  establish 
a  minimum  reduction  figure,  but  that  a 
50  percent  reduction  requirement  was 
unreasonable.  ’The  Hearing  Examiner 
found  a  50  percent  minimum  percentage 
reduction  unreasonable,  arid  proposed 
instead  a  35  percent  reduction  as  the 
minimum  (HEF  481) .  The  Commissioner 
accepts  the  Hearing  Examiner’s  finding 
in  essence,  but  has  set  the  minimum  re¬ 
duction  requirements  slightly  lower  at 
33  Vb  percent.  The  33  Vb  percent  figure  can 
be  expressed  as  a  proportional  reduction 
of  one-third,  a  figure  that  is  more  famil¬ 
iar  and  understandable  to  the  public. 

The  Commissioner  believes  the  33  Vb 
percent  reduction  requirement  is  more 
appropriate  than  the  50  percent  require¬ 
ment  because  he  finds  it  to  be  more  suit¬ 
able  for  the  moderate  type  of  dieting 
program  which  is  generally  preferable 
for  use  by  the  general  public.  Diets  with 
a  moderate  reduction  are  the  most  ad¬ 
visable  for  general  uses,  because  they 
present  less  risk  that  intake  of  essen¬ 
tial  nutrients  will  be  inadequate  when 
the  caloric  intake  is  reduced.  A  33  Vb  Per¬ 
cent  reduction  requirement  allows  a 
greater  variety  of  nutritious  foods  to 
bear  claims  of  usefulness  in  reducing  or 
maintaining  caloric  intake  or  body 
weight,  and  variety  is  Important  in 
maintaining  the  motivation  to  adhere  to 
a  diet  program. 

Some  witnesses  at  the  hearing  advo¬ 
cated  an  even  lower  caloric  reduction 
requirement  of  25  or  10  percent.  ’The 
Commissioner  believes  that  these  figures 
would  allow  foods  to  bear  claims  that  are 
not  of  significant  help,  and.  by  enlarg¬ 
ing  the  number  of  foods  that  could  make 
claims,  it  would  be  more  difficult  to  make 
consumers  aware  of  foods  of  particular 
use.  Thts  requirement  may,  however,  in 
some  Instances  preclude  claims  by  foods 
for  which  it  would  be  useful  to  have  re¬ 
duced  calorie  corollaries.  Tlie  Commis¬ 
sion  has  provided  for  a  procedure,  not 
found  in  the  stayed  regulations,  through 
which  foods  not  meeting  the  usual  re¬ 
quirements  will  be  allowed  to  bear  claims 
of  usefulness  if  the  petitioner  presents 
an  appropriate  scientific  basis  for  his 
petition. 


’The  Commissioner  has  also  established 
a  25-calorie-reduction  requirement  per 
serving  for  foods  that  claim  to  be  reduced 
calorie  foods.  This  requirement  will  pre¬ 
clude  claims  by  food  such  as  spices,  used 
in  small  amounts  and  containing  a  few 
calories,  that  may  have  a  reduction  that 
appears  large  in  percentage  terms  but 
which  is  not  significant.  This  require¬ 
ment  is  in  lieu  of  the  provision  in  the 
stayed  regulation  limiting  claims  to  foods 
of  caloric  importance,  a  requirement 
with  a  similar  purpose  but  indefinite  in 
its  applicability.  The  Commissioner  has 
not  accepted  the  Hearing  Examiner’s 
finding  450  with  respect  to  caloric  im¬ 
portance  for  this  reason.  The  regulations 
would  also  prohibit  claims  by  foods  which 
are  reduced  only  in  a  comparison  with  a 
hypothetical  food  of  the  same  type  hav¬ 
ing  more  calories,  even  though  no  higher 
calorie  food  of  that  type  had  ever  been 
sold. 

Nutritionally  inferior  foods  would  not 
be  permitted  to  make  comparative  claims 
of  usefulness  in  weight  control.  The  rec¬ 
ord  clearly  shows  the  importance  of 
maintaining  the  intake  of  essential  nu¬ 
trients  while  calorie  intake  is  toeing  re¬ 
duced.  *1710  stayed  regulations  did  not 
expressly  preclude  claims  by  nutrition¬ 
ally  inferior  foods  but  the  Commissioner 
believes  it  would  be  misleading  to  offer 
a  food  for  special  dietary  use  in  a  weight 
control  diet  if  the  food  were  less  nutri¬ 
tious,  apart  from  fat  and  calories,  than 
the  food  it  is  represented  as  replacing 
in  the  diet. 

The  tentative  order  would  also  require 
all  foods  that  claim  to  be  reduced  in 
calories  to  bear  a  statement  describing 
the  comparison  on  which  the  claim  is 
based  that  gives  the  calorie  content  of 
the  foods  compared.  The  comparison 
statement  may  be  made  in  the  form  of  a 
comparison  with  a  specific  food,  by  its 
brand  name  or  common  or  usual  name, 
in  the  form  in  which  it  is  customarily 
made  and  consumed.  ’The  comparison 
may  also  be  made  with  the  same  food 
without  the  fabrication  or  alteration  that 
gives  the  food  its  special  dietary  signifi¬ 
cance. 

The  stayed  regulations  permitted  foods 
to  make  comparative  claims  either  in  re¬ 
lationship  to  the  same  food  without  a 
specified  fabrication  or  alteration  of 
special  dietary  significance,  or  in  rela¬ 
tionship  to  a  specific  food  as  customarily 
made  and  consumed.  The  Commissioner 
believes  it  is  more  useful  if  comparative 
claims  are  made  with  a  specific  food,  e.g., 
“peaches  packed  in  water,  38  calories  per 
cup  serving,  62  percent  less  calories 
than  Brand  X  peaches  in  heavy  syrup” 
rather  than  in  relationship  to  a  general 
class  of  foods,  e.g.,  “peaches  packed  in 
water,  38  calories  per  >/2  cup  serving, 
62%  less  calories  than  if  packed  in  heavy 
syrup.”  The  tentative  order  allows  the 
comparison  to  be  made  either  way,  how¬ 
ever,  since  the  determination  of  the 
amount  of  the  reduction  is  easier  when 
made  in  comparison  with  the  same  food 
without  the  fabrication  or  alteration. 
When  the  calorie  comparison  is  made 
with  a  class  of  foods,  the  foods  within  the 
class  may  vary  somewhat  in  calorie  con- 
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tent  making  calorie  computations  more 
complex. 

The  calorie  content  comparison  may 
be  made  by  specifying  either  the  number 
of  calories  in  each  food,  or  the  niunber 
in  one  food  and  the  percentage  or  pro¬ 
portional  difference  in  calories  in  rela¬ 
tionship  to  the  other  food.  To  be  a  com¬ 
parison  of  caloric  content,  the  statement 
must  give  the  amount  of  calories  in  at 
least  one  of  the  foods  compared.  The 
statement  must  appear  on  the  label,  but 
need  not  appear  on  the  principal  display 
panel. 

A  food  claiming  usefulness  in  weight 
reduction  or  mantenance  would  have  to 
be  labeled  “reduced  calorie”  if  it  meets 
the  requirement  of  §  105.66(d)  and  is 
similar  in  taste  and  other  organoleptic 
properties  to  the  food  specified  on  the 
labeling  with  w'hich  it  is  compared.  A 
reduced  calorie  food  need  not  be  identi¬ 
cal,  apart  from  calories,  to  the  food  for 
which  it  substitutes,  but  it  must  be  es¬ 
sentially  the  same  as  the  other  food  in 
taste,  appearance,  and  other  organoleptic 
properties. 

The  stayed  regulations  did  not  ex¬ 
pressly  require  all  comparatively  reduced 
calorie  foods  to  bear  common  identify¬ 
ing  terminology.  Instead,  separate  label¬ 
ing  requirements  were  established  in 
§125.5  (b),  (c).  (d),  (e),  and  (g)  de¬ 
pending  upon  whether  the  food  achieved 
its  calorie  reduction  through  use  of  arti¬ 
ficial  sweeteners  nonnutritive  ingredi¬ 
ents,  or  some  other  means.  A  statement 
of  general  policy  published  in  the  Fed¬ 
eral  Register  of  July  6,  1966  (31  FR 
9215  >  indicated  that  FDA  was  willing  to 
consider  “reduced  in  calories”  as  alterna¬ 
tive  terminology  to  “lower  in  calories.” 
The  Commissioner  believes  it  will  im¬ 
prove  consumer  understanding  to  pro- 
\dde  common  identifying  terminology  on 
foods  that  have  the  same  organoleptic 
properties  apart  from  a  calorie  reduc¬ 
tion  and  has  adopted  the  “reduced  cal¬ 
orie”  term  for  this  purpose. 

A  food  that  is  fabricated  or  altered  to 
lower  its  calorie  content  but  that  does 
not  have  the  same  organoleptic  proper¬ 
ties  as  a  specific  food  with  which  it  is 
compared  may  not  be  labeled  “reduced 
calorie”  but  may  bear  other  labeling  to 
indicate  its  special  dietary  usefulness. 
For  example,  canned  pears  packed  in  un¬ 
sweetened  water  could  not  be  labeled  as 
reduced  calorie  because  it  does  not  re¬ 
semble  canned  pears  in  syrup  with  re¬ 
spect  to  sweetness.  It  could  bear  a  com¬ 
parative  claim  on  the  label,  though,  com¬ 
paring  the  calorie  content  of  the  pears 
in  unsweetened  water  with  pears  in 
syrup.  It  could  also  bear  other  terms  that 
represent  or  suggest  special  dietary  use¬ 
fulness,  such  as  “for  calorie  restricted 
diets.”  The  term  “diet”  could  be  used 
on  the  label  to  indicate  the  food’s  SE>ecial 
dietary  usefulness,  but  it  could  not  be 
used  in  a  way  that  suggests  the  food  is 
similar  in  aU  its  organoleptic  properties 
to  the  food  with  which  it  is  compared. 
Thus,  the  word  “diet”  could  not  be  used 
immediately  preceding  the  name  of  the 
food. 

Label  terms  suggesting  usefulness  in 
regulating  caloric  intake  or  body  weight. 


Section  105.66(e)  of  the  tentative  order 
would  prohibit  misleading  terms  in  the 
labeling  of  foods  which  are  not  of  special 
dietary  usefulness  for  weight  control. 
Thus,  foods  could  not  be  labeled  with 
terms  that  suggest  the  food  is  low  cal¬ 
orie  or  lower  in  calorie  than  another  food 
or  other  terms  suggesting  usefulness  in 
regulating  caloric  intake  unless  it  com¬ 
plies  with  §  105.66  (c)  or  (d)  governing 
such  claims.  If  anyone  believes  that  it 
would  be  useful  to  consumers  to  allow 
these  terms  to  be  used  on  other  foods,  he 
may  petition  the  Commissioner  to  amend 
the  regulations  *  to  provide  for  such 
claims.  If  the  claim  is  appropriate,  the 
Commissioner  can  propose  labeling  that 
will  enable  the  consumer  to  understand 
the  basis  of  the  claim  being  made  and 
prevent  confusion  from  various  forms  of 
making  the  claim. 

Some  foods  have  recently  been  offered 
as  useful  for  weight  control  even  though 
the  foods  are  neither  low  calorie  nor 
comparatively  more  reduced  in  calories 
than  other  food.  The  foods  are  offered  as 
useful  in  conjunction  with  a  total  pro¬ 
gram  for  regulating  the  person’s  com¬ 
plete  diet.  Thas,  an  ordinary  can  of  corn 
might  be  labeled  as.  useful  for  weight 
control  because  of  its  inclusion  in  a  total 
diet  program.  Claims  of  usefulness  of 
this  type  were  not  prevalent  at  the  time 
of  tlie  hearing,  and  the  record  docs  not 
provide  an  adequate  basis  for  evaluating 
the  usefulness  of  the  foods  in  this  type  of 
program  and  the  type  of  labeling  that 
can  be  used  on  the  foods  without  mis¬ 
leading  consumers  about  the  usefulne.ss 
of  the  food  and  the  fact  that  the  foods 
are  not  reduced  calorie  or  low  calorie. 
The  Commissioner  will  give  careful 
attention  to  any  adequately  supported 
petition  that  seeks  to  provide  for  labeling 
of  these  foods  for  use  in  diets  in  a  way 
that  is  not  misleading. 

FoiTOulated  meal  replacements,  low 
calorie  meals,  and  other  total  meal  re¬ 
placements  would  not  be  subject  to  this 
provision  pending  the  issuance  of  regula¬ 
tions  governing  these  foods.  Under  the 
stayed  regulation,  claims  for  such  foods 
had  to  be  made  on  a  comparative  basis 
in  relationship  to  a  similar  food  or  the 
same  food  without  a  fabrication  or 
alteration  of  special  dietary  significance. 
Testimony  was  introduced  that  the 
validity  of  the  claim  should  be  deter¬ 
mined  on  other  bases,  such  as  an  absolute 
caloric  standard  for  a  low  calorie  meal 
(e.g.,  #576,  Proposed  Finding  of  Fact  88) . 
The  Commissioner  proposed  in  the 
Federal  Register  of  June  14, 1974  (39  FR 
20905)  a  nutritional  quality  guideline  for 
formulated  meal  replacements  that 
would  have  required  ciHnpliance  with 
§  125.6  for  such  foods  offered  for  u.se  in  a 
reduced  calorie  diet.  The  Commissioner 
has  found  the  hearing  record  insufficient, 
however,  to  evaluate  the  suitability  of 
other  possible  bases  for  making  calorie 
claims  for  meal  replacements  and  for 
low  calorie  meals.  Accordingly,  he  pro¬ 
poses  to  exempt  claims  by  formulated 
meal  replacements  and  meal  substitutes 
from  §  125.6  at  t^is  time. 

Use  of  terms  such  as  “sugar  free.” 
“sugarless.”  “no  sugar,”  etc.  Purchasers 


associate  statements  about  the  absence 
of  sugar  with  weight  control  claims  and 
foods  that  are  low  calorie  or  have  been 
altered  to  reduce  calories  significantly. 
The  regulation  does  not  prevent  the 
“sugarless”  statement  from  being  used  on 
foods  that  are  not  of  special  use  in  weight 
control  diets,  but  it  would  require 
affirmative  disclosures  to  prevent  con¬ 
sumers  from  being  misled  about  the  use¬ 
fulness  of  the  food.  Under  §  105.66(f)  of 
the  tentative  order,  any  food  that  makes 
a  statement  about  the  absence  of  sugar 
w'ill  have  to  bear  a  statement  indicating 
the  food  is  not  low  calorie  or  calorie 
reduced,  unless  the  food  is  a  low  or 
reduced  calorie  food.  Without  the  dis¬ 
closure,  some  consumers  might  think  the 
food  was  offered  for  weight  control  or 
was  offered  for  both  calorie  control  and 
another  purpose. 

Evidence  was  Introduced  at  the  hearing 
to  show  that  tlie  “sugarless”  claim  is 
useful  to  identify  foods  like  chewing 
gum  that  are  in  sustained  contact  with 
the  teeth  in  which  use  of  a  sweetener 
other  than  sucrose  may  help  avoid  tooth 
decay  (WD-98-Schotenboer,  pp.  7-8). 
The  record  is  insufficient,  in  the  Commis¬ 
sioner’s  judgment,  to  permit  a  conclusion 
that  the  use  of  certain  sweeteners,  such 
as  sorbitol,  is  of  dietary  usefulness  to 
help  avoid  tooth  decay.  He  Intends  to 
examine  this  matter  further  to  see  if 
claims  of  usefulness  in  avoiding  tooth 
decay  based  on  the  use  of  a  sweetener 
other  than  sucrose  are  misleading.  He 
agrees  though,  that  the  “sugarless”  claim 
should  be  permitted  to  be  used  to  indicate 
dietary  uses  other  than  usefulness  for 
weight  control  if  the  use  is  not  misleading 
and  if  the  food  bears  appropriate  label¬ 
ing  to  prevent  consumers  from  being 
misled  about  the  other  implications  of 
the  sugarless  claim.  The  tentative  order 
provides  for  suitable  labeling  of  foods 
claiming  to  be  sugarless. 

Affirmative  disclosures  would  not  have 
been  required  under  the  stayed  regula¬ 
tion.  but  the  stayed  regulation  would 
not  have  allowed  a  food  to  bear  a  claim 
like  “sugarless”  that  implies  usefulness 
for  weight  control  if  the  food  were  not 
a  low  calorie  or  comparatively  reduced 
calorie  food.  Since  this  regulation  would 
allow  the  “sugarless”  term  to  be  used 
on  other  foods,  this  creates  the  need  to 
require  additional  disclosures  to  ensure 
that  the  term  is  not  misleading  to  con¬ 
sumers. 

Foods  offered  for  weight  gain.  The 
Commissioner  does  not  intend  at  this 
time  to  issue  provisions  on  the  particular 
label  statements  that  must  be  borne 
by  special  dietary  foods  offered  for  use 
in  gaining  body  weight.  The  stayed  reg¬ 
ulations  required  a  food  offered  for  this 
use  to  bear  certain  information  about 
its  nutrition  content.  Such  foods  have 
to  provide  the  same  information,  in  the 
form  of  nutrition  labeling,  by  virtue  of 
§  101.9  (formerly  §  1.17),  because  of  the 
inherent  nutrition  claim  in  any  claim  of 
usefulness  in  gaining  body  weight.  In 
addition,  under  21  CFR  105.60  (formerly 
21  CFR  125.2) ,  the  food  will  have  to  bear 
an  appropriate  identification  of  the  claim 
and  its  dietary  basis.  Thus,  there  no 
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longer  Is  any  need  for  the  particular  pro- 
vtsioris  in  §  125.5(8)  of  the  stayed  regula¬ 
tions  with  respect  to  foods  offered  for 
weight  gain,  and  these  particular  provi¬ 
sions  are  not  Included  in  this  tentative 
order.  If  the  Commissioner  finds  that 
additional  label  statements  should  be  re¬ 
quired  on  foods  offered  for  use  in  gain¬ 
ing  body  weight,  he  will  propose  new 
regulations. 

Foods  useful  in  the  diet  of  diabeties. 
Section  105.67  of  the  tentative  order 
sets  forth  labeling  requirements  for  food 
used  in  the  diet  of  diabetics.  Section 
125.6  of  tlae  stayed  regulations  would 
have  permitted  foods  to  make  claims  of 
usefulne.ss  in  the  diet  of  diabetics.  At 
the  hearing,  a  Government  witness  testi¬ 
fied  that  no  such  special  labeling  should 
be  permitted  because  there  are  no  unique 
characteristics  of  Individual  foods  in  tlie 
diet  of  diabetics,  and  because,  in  the 
event  the  diabetic  needs  to  lose  weight, 
the  dietary  needs  of  the  diabetic  for  this 
purpose  do  not  differ  from  those  of  other 
persons  dieting  to  lose  weight  (WD-G- 
Moses,  pp.  40-41>.  The  Hearing  Ex¬ 
aminer  rejected  the  proposal  to  delete 
labeling  of  foods  for  diabetics  on  the 
basis  of  his  view  that  the  diets  of 
diabetics  should  be  carbohydrate  re¬ 
stricted  and  that  for  diabetics  who  are 
not  overnight  it  might  be  desirable  to 
reduce  simple  sugars  in  foods  while 
maintaining  customary  total  caloric  in¬ 
take  (HEF  496,  498). 

Tlie  Commissioner  accepts  the  find¬ 
ing  that  the  dietary  components  for 
diabetics  for  purposes  of  attaining  op¬ 
timal  weight  are  essentially  the  same 
as  for  persons  who  do  not  have  diabetes 
mellitus.  The  record  is  insufficient  to 
establish,  however,  whether  there  may 
be  foods  with  unique  characteristics 
particularly  suitable  for  inclusion  in  the 
diet  of  diabetics.  The  Commissioner 
recognizes,  however,  that  some  physi¬ 
cians  believe  there  are  foods  of  special 
value  when  used  in  the  diet  of  diabetics 
under  medical  supervision.  Some  testi¬ 
mony  was  introduced  at  the  hearing  that 
some  physicians  recommend  the  use  of 
foods  containing  mannitol  or  sorbitol  by 
diabetics,  but  that  the  label  of  any  food 
intended  for  use  in  the  diet  of  diabetics 
should  bear  a  statement  that  the  food 
is  for  use  only  upon  the  advice,  recom¬ 
mendation,  or  direction  of  their  physi¬ 
cian  (#587,  Proposed  Finding  of  Fact  3) . 
In  view  of  this,  the  Commissioner  has 
provided  at  this  point  in  time  for  label¬ 
ing  of  foods  for  use  by  dibetics  upon  the 
advice  of  a  physician.  The  labeling  must 
indicate  prominently  that  the  food  is 
offered  for  use  by  diabetics  only  upon 
medical  advice. 

Evidence  was  Introduced  at  the  hear¬ 
ing  which  purported  to  show  that  the 
sugar  alcohols,  mannitol  and  sorbitol, 
would  not  be  metabolized  or  would  be 
metabolized  slowly  in  ways  that  would 
not  increase  requirements  for  insulin, 
making  them,  it  was  urged,  useful  for 
diabetics,  because  use  of  these  sugar 
alcohols  would  provide  sweetened  foods 
without  requiring  as  much  insulin  as 
would  the  same  foods  made  with  sucrose 
or  other  similar  sugars.  The  record  in¬ 


dicated  that  the  only  sophisticated  study 
of  mannitol  at  that  time  was  done  solely 
on  animals  and  that  questions  of  data 
interpretation  remained  about  that  study 
(Ricketts  Tr.  21008-09) .  Mannitol  is  cur¬ 
rently  subject  to  restricted  use  under  an 
interim  food  additive  regulation  (21  CFR 
180.25,  formerly  21  CFR  121.4005). 

A  single  study  without  positive  controls 
was  introduced  in  support  of  the  con¬ 
cept  that  40  grams  or  more  of  sorbitol 
per  day  may  be  useful  to  diabetics 
(Steinke  Tr.  30553-66).  The  Commis¬ 
sioner  believes  that  the  record  of  this 
proceeding  does  not  provide  an  adequate 
basis  for  reaching  a  conclusion  on  what 
claims  are  valid  and  have  been  ade¬ 
quately  supported.  Significant  advances 
in  knowledge  and  dietary  management 
of  diabetes  mellitus  have  also  occurred 
since  the  time  of  the  1968-1970  hearing 
upon  which  this  proceeding  is  based. 

If  the  Commissioner  decide.s  to  pro¬ 
pose  regulations  to  define  when  claims 
of  usefulness  for  diabetics  are  false  or 
misleading,  he  will  initiate  a  new  pro¬ 
ceeding.  This  will  facilitate  additional 
opportunity  for  public  comment  on  a 
proposal,  and  allow  the  Commissioner  to 
consider  developments  since  the  close 
of  the  hearing.  The  Commissioner  also 
informs  the  public  that  he  is  initiating 
studies  of  the  current  state  of  knowledge 
of  the  dietary  management  of  diabetes 
mellitus  which  will  include  a  review  of 
whether  there  are  or  are  not  foods  with 
characteristics  warranting  label  claims 
indicating  particular  usefulness  in  diets 
of  diabetics. 

Under  the  stayed  regulations,  foods 
labeled  for  use  in  the  diet  of  diabetics 
would  have  had  to  bear  a  statement  re¬ 
lating  to  the  use  of  artifical  sweeteners 
or  nonnutritive  ingredients.  This  require¬ 
ment  has  been  omitted  from  the  tenta¬ 
tive  order.  Such  a  statement  might  sug¬ 
gest  incorrectly  to  diabetics  that  partic¬ 
ular  nonnutritive  sweetereners  or  other 
nonnutritive  ingredients  are  especially 
useful  to  diabetics.  The  labeling  described 
in  the  tentative  order  will  advise  the  dia¬ 
betic  to  consult  with  his/her  physician 
about  the  usefulness  of  the  food.  The 
statement  of  ingredients  on  the  label 
will  Indicate  the  ingredients  used  and 
permit  the  physician  and  the  diabetic  to 
evaluate  the  usefulness  of  the  food. 

To  ensure  that  consumers  do  not 
mistakenly  think  that  all  foods  labeled 
for  use  by  diabetics  are  necessarily  low 
or  reduced  in  calories,  the  labeling  of 
foods  that  are  not  low  or  reduced  in 
calories  must  bear  an  appropriate  dis¬ 
closure. 

Foods  that  are  useful  in  controlling 
body  weight  or  caloric  intake  cannot, 
solely  by  virtue  of  that  usefulness,  be 
offered  as  special  dietary  moods  useful 
in  the  diet  of  diabetics.  Some  diabetics 
need  to  lose  weight,  but  the  hearing  re¬ 
cord  shows  that  their  dietary  needs  in 
losing  weight  are  the  same  as  that  of 
the  general  population. 

Having  considered  the  evidence  per¬ 
taining  to  dietary  management  of  body 
weight,  caloric  intake  and  diabetes  re¬ 
ceived  at  the  hearing,  the  Hearing  Ex¬ 
aminer’s  report  and  the  various  briefs. 


.17171 

proposed  findings  of  fact,  and  proposed 
conclusions  of  law  with  respect  to  §  §  125.- 
5  and  125.6  of  the  stayed  regulations  sent 
to  the  Hearing  Ebcaminer  in  connection 
with  testimemy  of  this  particular  matter, 
the  Commissiwier,  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (secs.  201 
(n),  403  (a)  and  (j),  701  (a)  and  (e»,  52 
Stat.  1041  as  amended,  1047-1048  as 
amended,  1055,  70  Stat.  919  as  amended 
(21  U.S.C.  321(n),  343  (a)  and  (j),  371 
(a)  and  (e) ) )  and  under  authority  dele¬ 
gated  to  him  (21  CFR  5.1),  the  Com¬ 
missioner  proposes  the  following  findings 
of  fact,  conclusions,  and  tentative 
order: 

Proposed  Findings  of  Fact  Relevant  to 
§  125.5  (§  105.66  OF  Tentative  Order) 

1.  Obesity  is  a  major  public  health 
problem  in  the  United  States  today.  The 
degree  of  health  hazard  is  not  neces¬ 
sarily  proportiottal  to  the  degree  of 
obesity,  and  there  can  be  significant 
health  hazards  of  interference  with  body 
functions  from  relattrely  small  amounts 
of  obese  overweight  (WD-53-Mayer,  pp. 
26-27).  (Based  on  HEF  427;  the  Com¬ 
missioner  has  omitted  a  finding  about 
whether  obesity  fas  increasing  because  it 
is  not  necessary  and  because  current 
statistics  have  not  been  examined.) 

2.  The  likelihood  of  successful  reduc¬ 
tion  is  in  signlfieajat  part  a  function  of 
the  prior  duration  of  the  obesity,  and 
the  longer  the  duration  the  less  the  like¬ 
lihood  of  success.  In  treating  obese  pa¬ 
tients,  the  object  Ls  to  enable  the  patient 
to  moderate  his  Intake  for  the  rest  of 
his  life  and  it  is  advisable  to  modify, 
in  the  main,  the  quantity  of  foods  to 
which  he  is  habituated  (WD-53-Mayer, 
PP.  16-17,  26-27;  Stare,  Tr.  29220;  WD- 
G-I.evine,  Q  &  A  37;  (HEF  428) ) . 

3.  Obesity  is  caused  by  an  excess  of 
caloric  intake  over  caloric  expenditure  in 
the  same  time  period  (WD-53-Mayer, 
pp.  15-16;  WD-3A-Sebrell,  p.  22;  WD- 
G-Ricketts,  p.  3;  WD-G-I^vine,  Q  &  A 
33-34;  WD-76-Stare.  Q  &  A  11-13;  (HEP 
429) ) . 

4.  Obesity  can  be  psychologically  dam¬ 
aging,  particularly  to  adolescents,  even 
if  subsequently  reduced.  Obese  persons 
frequently  regain  lost  weight  (WD-53- 
Mayer,  pp.  14-15,  17-20;  Ricketts,  Tr. 
20795;  Levine,  Tr.  22371).  (Based  on 
HEP-430 ;  the  Commissioner  has  omitted 
a  finding  about  the  exact  percentage  of 
obese  children  who  become  obese  adults 
because  it  is  not  necessary  and  he  is 
uncertain  about  the  precise  percentage.) 

5.  Regaining  of  lost  weight  may  be 
dangerous  to  health,  and  is  particularly 
discouraging  to  patients  and  therapists. 
Prevention  of  further  obesity  is  as  im¬ 
portant  to  public  health  in  the  United 
States  as  reduction  of  already-existing 
obesity  (WD-53-Mayer,  pp.  16,  21; 
Levine,  Tr.  22371-72,  22400;  Ricketts,  Tr. 
0740,  20795;  WD-49-Hlrsch,  p,  4;  Darby. 
Tr.  26303;  Stare.  Tr.  29225;  (HEF  431) ) , 

6.  A  food  may  be  of  value  for  special 
dietary  use  by  reason  of  its  value  in 
preventing  obesity.  A  food  may  be  of 
value  for  special  dietary  use  by  reason 
of  its  value  in  maintenance  of  reduced 
body  weight.  A  food  may  be  of  value  for 
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special  dietary  use  by  reason  of  Its  value 
in  reducing  excess  weight^  (WD-52- 
Mayer,  pp.  34-35;  Darby.  Tr.  26293-94; 
<  HEP  432) ) . 

7.  Body  weight  can  be  reduced  by 
restricting  total  caloric  intake  and.  if 
possible,  increasing  physical  activity. 
Body  weight  can  be  raised  by  Increasing 
caloric  intake  <WD-G-Ricketts,  Q  &  A 
15-16.  18;  WD-Gh-Levine.  Q  &  A  36; 
\VD-76-Stare.  Q  &  A  16;  (HEP  443)). 

8.  A  pound  of  weight  (due  to  fat)  In 
human  beings  is  produced  by  approxi¬ 
mately  3500  calories  in  excess  of  ex¬ 
penditure  in  a  given  time  period,  and  a 
deficit  of  this  amount  in  a  given  time 
period  will  reduce  1  pound  of  weight  due 
to  fat  (WD-53-Mayer,  p.  15).  (Based  on 
HEP  435;  the  Commissioner  has  accepted 
the  Hearing  Examiner’s  finding  with  the 
addition  of  the  bracketed  term.) 

9.  The  goals  of  prevention  of  weight 
gain,  maintenance  of  reduced  weight, 
and  reduction  of  weight,  for  large  groups 
of  people,  are  compatible  with  each  otlier 
in  that  a  balanc^  diet  witli  moderate 
caloric  reduction  is  the  optimum  route  to 
each  of  these  three  goals  since,  as  stated 
in  the  Pinal  Report  to  the  President  of 
the  White  House  Conference  on  Pood, 
Nutrition  and  Health  by  the  “Subpanel 
on  Obesity”  of  the  “Panel  on  Adults  in  an 
Affluent  Society:  ITie  Degenerative  Dis¬ 
eases  of  Middle  Age:”  “It  is  clear  that 
that  best  and  most  effective  results  occur 
with  a  balanced  diet  of  the  usually  avail¬ 
able  foodstuffs  but  with  a  decrease  in 
total  caloric  intake  of  a  type  that  can  be 
used  both  for  weight  reduction  and  for 
the  maintenance  of  lower  body  weight 
after  reduction  has  been  achieved”  (WD- 
53-Mayer,  pp,  29-30,  22-24.  41-42;  WD- 
49-Hirsch.  26A  p.  14,  Tr.  30,331;  Darbv, 
Tr,  26,294;  WD-3A-Sebrell.  pp.  22-23 . 
Tr.  26,150;  Exhibit  0-695-53). 

10.  Sorbitol  and  mannitol  are  sugar 
alcohols.  Sorbitol  is  readily  metabolized 
into  fructose  and  thereafter  forms  part 
of  a  general  pool  with  protein,  fats, 
vitamins  and  other  substances  from 
which  pool  the  body  may  produce  glucose 
as  needed.  When  this  glucose  is  released 
into  the  blood,  insulto  may  be  required. 
Sorbitol  produces  approximately  4  kcal 
(kilocalorie)  per  gram.  Mannitol  is  vari¬ 
able  in  its  caloric  value.  Like  sorbitol, 
mannitol,  after  it  is  initially  metabolized 
enters  the  general  pool  from  which  glu¬ 
cose  is  derived  by  the  body  (WD-G- 
Levine,  Q  &  A  25-27.  80.  191;  WD-G- 
Ricketts,  Q  &  A  37-38;  Bondy,  Tr.  30060, 
30062;  Steinke,  Tr.  30563-5;  WD-49- 
Shiunan,  p.  10;  (HEP  436)). 

11.  “Artificial  sweetener”  is  a  sweeten¬ 
ing  substance  not  used  in  normal  metab¬ 
olism  as  a  source  of  calories  (WD-G- 
Levine,  Q  &  A  81 ;  (HEP  437) ) . 

12.  The  most  common  use  of  artificial 
sweeteners  in  foods  is  for  the  purpose  of 
reducing  or  maintaining  the  body  weight 
and  in  the  diets  of  diabetics  (WD-G- 
Moses,  Q  &  A  21;  (HEP  438) ) . 


iThe  Commissioner  has  deleted  the  term 
“obese  overweight*’  whenever  It  appeared  in 
the  Hearing  Examiner's  findings  brcause  the 
term  Is  redundant,  and  he  has  substituted 
the  correct  term  “excess  weight." 
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13.  Purchasers  regard  foods  labeled  as 
being  ar^clally  sweetened  to  be  for 
calcM’lc  restriction  and  weight  reduction 
(WD-G-Swanson,  Q  b  A  22-24;  (HEP 
439)). 

Label  Information 

14.  Pui'chasers  in  the  United  States  are 
awai'e  of  the  relationship  between  their 
body  weight  and  the  foods  they  eat.  Pur¬ 
chasers  in  the  United  States  are  highly 
responsive  to  the  labeling,  promotion, 
and  advertising  of  foods  (WD-G-Swan- 
son,  Q  &  A  15-17;  (HEP  440) ) . 

15.  The  PDA  survey  reports  the  follow¬ 
ing:  53  percent  of  the  respondents  have 
used  products  labeled  “artiflcally  sweet¬ 
ened";  27  percent,  “dietetic”;  45  percent, 
“low  calorie”;  36  percent,  “lower  in 
calories”:  35  percent,  “sugar  free”;  10 
percent,  “diabetic”;  16  percent,  “salt  re¬ 
stricted”.  <Exh.  P-1151,  d-1,  Q  43;  (HEP 
441)). 

16.  The  PDA  survey  reports  tlie  fol¬ 
lowing:  Of  those  who  used  the  products 
labeled  as  described  in  the  preceding 
finding.  55  percent  used  the  products 
labeled  “artificially  sweetened”  on  their 
own  initiative;  25  percent  did  so  with 
products  labeled  “dietetic”;  45  percent, 
“low  calorie”;  36  percent,  “lower  in 
calories”;  33  percent,  “sugar  free”:  4  per¬ 
cent,  “diabetic”;  5  percent,  “salt  re¬ 
stricted”  (Exh.  P-1151,  d-1151,  d-2,  Q  44; 
iHEP  442)). 

17.  The  PDA  smwey  reported  the  fol¬ 
lowing:  66  percent  of  the  respondents 
understood  that  a  fo<xl  with  the  label 
statement  “for  calorie  restricted  diets” 
was  intended  for  use  in  a  reducing  diet 
and  8  percent  for  use  in  a  diabetic  diet; 
22  percent  undei-stood  tlie  label  state¬ 
ment  “dietetic”  as  intended  for  people 
on  a  reducing  diet  and  28  percent  for 
f)eople  on  a  diabetic  diet;  36  percent 
understood  the  label  statement  “diet”  to 
mean  that  the  food  wa.s  of  value  in  a 
weight  reducing  diet  and  9  percent  as 
intended  for  use  by  diabetics  (Exh.  P- 
1151,  d-5.  Q  50-52;  (HEP  444)). 

18.  The  great  variety  of  labels,  label¬ 
ing,  promotional  material,  and  advertis¬ 
ing  for  foods  offered  for  special  dietary 
uses  because  of  their  reduced  caloric  or 
carbohydrate  content  in  the  United 
States  tends  to  confuse  and  mislead 
(WD-G-Ricketts,  Q  &  A  73-80;  WD-G- 
Iverson,  Q  &  A  30-38,  42-47,  52-61,  68 
(HEP  445) ) . 

19.  There  is  no  uniformity  to  the  label¬ 
ing  information  or  the  descriptive 
phrases  used  to  indicate  that  a  food  is  of 
value  in  a  calorie  or  carbohydrate  re¬ 
stricted  diet  (WD-G-Moses,  pp.  39-40, 
50-128  (HEP  446)), 

20.  The  label  statement  “low  calorie” 
appears  on  the  following  labels:  Exhs, 
P-794,  P-800-802.  P-807.  P-809,  P-812. 
P-814,  P-829,  P-832,  P-837-844,  P-856, 
P-872,  P-916,  P-918-920,  P-930-934, 
P-936-943,  P-945-949.  P-955-957.  P-960, 
P-962-964,  P-972,  P-975,  P-991,  P-993, 
P-1003,  P-1009;  WD-G-Moses,  pp.  50- 
51;  “lower  in  calories”,  Exhs.  P-774, 
P-776,  P-777,  P-906,  P-929,  P-871,  P-990 ; 
WD-G-Moses,  p.  63;  “low  in  carbo¬ 
hydrate”,  “no  available  carbohydrate”, 
“starch  free”,  P-103ft-39.  P-803.  P-805, 
P-806.  P-815,  P-850,  P-851,  P-854. 


P-955,  P-965,  P-985.  P-987,  P-1018; 
WD-G-Moses,  p.  71;  representations 
that  sugar  was  absent,  such  as,  “for 
sugar  restricted  diets”,  “sugarless”, 
“sugar  free”,  no  added  sugar”,  “prepared 
without  sugar”,  Exhs.  P-773-774,  P-776, 
P-778.  P-779,  P-780-781.  P-783-798, 
P-804,  P-816.  P-818-820.  P-824.  P-828. 
P-834-837,  P-839-842.  P-844,  P-846-847, 
P-849-855,  P-857-868.  P-870.  P-883-884. 
P-906.  P-908,  P-917-918.  P-920-930. 

P-947.  P-949-950,  P-954,  P-959,  P-972- 
974.  P-983.  P-987-988.  P-992.  P-1015, 
P-1017-1018:  WD-G-Moses,  pp.  84-85; 
“low  fat’,  “lower  in  fat”,  Exhs.  P-692, 
P-898,  P-966.  P-968-969,  P-971-972. 
P-1002.  P-1017;  WD-G-Moses.  pp. 

92-93;  “dietetic”,  Exhs.  P-771-772. 
P_777-790.  P-794-797,  P-803,  P-805-806. 
P-808.  P-811.  P-813.  P-815,  P-817-818, 
P-823.  P-825,  P-834-835,  P-842,  P-845, 
P-847,  P-849-854,  P-857-862.  P-870,  P- 
888,  P-897,  P-906.  P-916-917.  P-919-920. 
P-922.  P-924-928,  P-954.  P-974.  P-983, 
P-987;  WD-G-Moses.  pp.  101-102; 
“diet”.  Exhs.  P-767-768.  P-823.  P-827, 
P-846.  P-895,  P-898.  P-909-915.  P-929- 
930.  P-  932,  P-935-936.  P-939-940,  P-949, 
P-959-960.  P-982.  P-992.  P-995-996.  P- 
998;  WD-G-Moses,  p.  102;  “ai'tificially 
sweetened”,  Exhs.  P-775-776,  P-807,  P- 
809-810.  P-812.  P-814,  P-816-817.  P-819- 
822.  P-824,  P-827-828.  P-830.  P-833-841, 
P_g43_844.  P-847.  P-855-856.  P-866-867, 
P-872,  P-932,  P-934-936,  P-939.  P-946- 
950,  P-955-957,  P-959-964.  P-972-974,  P- 
988,  P-1003.  P-1015.  P-1017-1021;  WD- 
G-Moses,  p.  125;  “diabetic”,  “diabetes”, 
“for  diabetics”,  Exhs.  P-816,  P-819-822, 
P-826,  P-873-881,  P-883-888.  P-894,  P- 
1017;  WD-G-Moses,  p.  147;  “special 
formula”  bread  etc.,  Exhs.  P-896,  P-901- 
902.  P-997.  P-999-1001.  P-1012:  WD-G- 
Mose.s,  p.  114;  (HEP  447) ) . 

21.  The  great  variety  and  multiplicity 
of  label  designations  for  foods  offered  for 
special  dietary  use  because  of  their  re¬ 
duced  caloric  or  carbohydrate  content 
has  an  adverse  effect  upon  the  purchas¬ 
ers’  understanding  of  those  products  and 
the  potential  for  misunderstanding  and 
error  in  perception  Increases  as  the 
number  of  such  designations  Increases 
with  respect  to  the  ability  of  the  pur¬ 
chaser  to  intelligently  choose  among 
such  foods  (WD-G-Swanson,  Q  &  A  19 
(HEP  448) ) . 

22.  As  of  1970,  the  different  methods 
used  on  the  various  labels,  to  express 
the  amoimts  of  protein,  fat,  and  avail¬ 
able  carbohydrates  present  in  the  prod¬ 
uct,  were  in  terms  which  were  diCBcult 
to  understand  (WD-G-Moses,  Q  &  A  34- 
37;  WD-G-Iverson,  Q  &  A  66.  Exhs.  P- 
640,  P-641,  P-647,  P-688.  P-767-847,  P- 
849-868,  P-870-1021.  P-1035-1039.  P- 
1042-1044,  P-1090-1102.  P-1104-1111). 
(Based  on  HEP  449;  the  Commissioner 
accepts  the  Hearing  Examiner’s  findings 
as  of  1970  because  the  subsequent  insti¬ 
tution  of  a  requirement  for  nutrition 
labeling  alleviated  these  difficulties.) 

23.  As  of  1970,  relatively  few  labels  of 
fcxxls  offered  as  reduced  in  calories 
or  carbohydrates  provide  information 
whereby  the  reduction  in  calcnles  or 
carbohydrates  can  be  measured  or  eval¬ 
uated  by  purchasers.  Frequently,  when 
both  nutritive  and  nonnutritive  sw  eeten- 
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crs  are  used  in  a  food  for  special  dietary 
use,  the  presence  of  the  nutritive  sweet¬ 
eners  and  the  proportion  of  the  food 
which  is  comprised  of  nutritive  sub¬ 
stances  is  not  made  apparent  (WD-O- 
Moses,  Q  &  A  34-37,  56,  219-221;  Exhs. 
P-640,  P-641,  P-647.  P-688,  P-690-698, 
P_767-847,  P-849-869,  P-870-1021.  P- 
1035-1039,  P-1042-1044,  P-1090-1102, 

P-1104-1111;  WE>-G-Moses.  pp.  131- 
134).  (Based  on  HEP  455;  the  Commis¬ 
sioner  accepts  the  Hearing  Examiner’s 
finding  as  of  1970  because  the  subse¬ 
quent  institution  of  a  requirement  for 
nutrition  labeling  alleviated  these  diffi¬ 
culties.) 

24.  Regulations  of  the  Food  and  Drug 
Administration  in  effect  in  1970  with 
respect  to  foods  offered  for  the  reduction 
or  maintenance  of  body  weight  do  not 
require  label  information  sufficient  to 
inform  as  to  the  number  of  calories  that 
will  be  obtained  through  ingestion  of  an 
ordinary  serving  of  the  food  (WD-53- 
Mayer.  pp.  46-48;  WD-G-Iversen.  p.  18). 
(Based  on  HEP  456;  the  Comnitssioner 
accepts  the  Hearing  Examiner’s  finding 
as  of  1970  because  the  subsequent  in¬ 
stitution  of  a  requirement  for  nutrition 
labeling  alleviated  these  difficulties.) 

25.  Regulations  of  the  Food  and  Drug 
Administration  presently  in  effect  gov¬ 
erning  foods  offered  for  weight  reduction 
or  maintenance  do  not  require  label  in¬ 
formation  which  fully  informs  consum¬ 
ers  as  to  the  value  of  the  food  for  spe¬ 
cial  dietary  use  in  that  the  regulations 
do  not  require  the  label  to  compare  the 
number  of  calories  contained  in  a  re¬ 
duced  calorie  fcK)d  with  the  number  of 
calories  in  the  same  food  as  ordinarily 
consumed  (WD-G-Moses.  pp.  31,  32; 
WD-53-Mayer,  p.  48;  WD-G-Levine,  pp. 
18-19,  25-26:  WD-G-Ricketts,  p.  10; 
(HEP  457)). 

26.  It  is  necessary  to  make  an  intelli¬ 
gent  evaluation  of  the  value  of  a  food 
offered  for  special  dietary  use  to  Increase, 
reduce  or  maintain  body  weight,  or  for 
the  diets  of  diabetics,  to  know  the  amount 
of  protein,  fat,  carbohydrates  and  cal¬ 
ories  contained  in  a  serving  of  the  food 
(WD-G-Levine,  Q  &  A  28-32,  65,  68,  70; 
WD-G-Ricketts,  Q  &  A  21-24,  26.  27,  97; 
WEM3-R0SS,  Q  &  A  69;  WD-G-Iverson, 
Q&  A  65,  66:  (HEP  458)). 

27.  Amounts  of  protein,  fat,  and  avail¬ 
able  carbohydrates  are  customarily  ex¬ 
pressed  in  grams  (WD-G-Ricketts,  Q  &  A 
30;  WD-G-Llvine,  Q  &  A  71 ;  (HEP  459) ) . 

28.  Caloric  content,  in  order  fully  to 
Inform  consumers,  should  be  expressed 
in  terms  of  an  amount  w'hlch  constitutes 
an  ordinary  serving  of  the  food  (WD-G- 
Moses,  pp.  19-20;  WD-53-Mayer.  pp.  46- 
48;  WD-G-Levine.  Q  &  A  73.  74;  WD- 
G-Swanson.  Q  &  A  49;  WD-G-Ricketts, 
Q  &  A  31-33:  WD-G-Ross,  Q  &  A  69-71; 
WD-G-Iverson,  Q  &  A  65,  66;  (HEP 
460)). 

29.  The  phrase  “for  calorie  restricted 
diets’’  is  not  nece.ssary  in  order  fully  to 
inform  consumers  of  the  value  of  a  food 
which  purports  to  be  or  is  represented  as 
being  for  special  dietary  use  by  reason 
of  being  low  or  lower  in  calories  (Mayer. 
Tr.  28,  912-913;  Swanson,  Tr.  22,905- 
906;  WD-49-Hirsch,  p.  20,  Tr.  30,  302). 


Label  Information  on  Fabrication  or 
Alteration  To  Lower  Calorie  Content 

30.  Artificial  sweeteners  used  to  sweeten 
foods  may  be  nutritive,  nonnutritive  or  a 
combination  of  these.  A  diabetic  or  a 
person  seeking  to  reduce  or  maintain  his 
body  weight  must  know  the  nature  of 
the  sweeteners  used  in  the  food  to  prop¬ 
erly  plan  a  diet.  It  is  neces.sary  that  some 
designation  such  as  “artificially  sweet¬ 
ened”  be  used  on  the  food’s  label  to  call 
attention  to  the  presence  of  such  sweet¬ 
eners  and  is  the  artificial  sweetener  is 
nutritive  or  nonnutritive  this  fact  should 
be  displayed.  If  the  name  of  the  artificial 
sweetener  is  used  on  the  label,  it  is  neces¬ 
sary  and  appropriate  that  the  fact  that 
it  is  nonnutritive  be  stated  (WD-G- 
Levine,  Q  &  A  87;  WD-G-Ricketts,  Q  & 
A  40.  46,  58-60;  WD-G-Ross,  Q  &  A  79- 
82;  (HEP  463)). 

31.  It  will  further  the  purpose  of  fully 
informing  the  purchaser  as  to  the  value 
of  a  food  offered  for  special  dietary  use 
in  which  an  artificial  sweetener  has  been 
used  to  require  that  the  label  carry  a 
statement  comparing  the  caloric  content 
of  a  specified  serving  of  such  food  with 
an  equivalent  serving  of  the  same  food 
made  with  an  amount  of  ordinary  sugar 
which  would  produce  sweetness  equal  to 
that  produced  by  the  use  of  the  artificial 
sweetener  (WD-G-Ricketts,  Q  &  A  47,  28; 
wr>-G-Levine,  Q  &  A  90,  91).  (HEP  467; 
the  Commissioner  does  not  accept  this 
finding  insofar  as  it  relates  to  the  label¬ 
ing  of  low  calorie  foods.) 

32.  One  gram  of  saccharin  or  of  a  sac¬ 
charin  salt  is  equivalent  in  sweetness  to 
300  grams  of  sugar  (WD-G-Blomquist, 
Q&:  A6-11;  (HEP  468)). 

33.  Sweetness  is  an  important  com¬ 
ponent  of  palatability.  Nonnutritive 
sweeteners  provide  the  sensation  of 
sweetness  without  adding  calories  (WD- 
53-Mayer,  pp.  43-44;  Sebrell.  TR.  26147; 
WD-G-Levine,  pp.  9.  17,  Tr.  22337;  WD- 
G-Ricketts,  p.  7;  Iversen,  TR.  21844-45; 
(HEP  469)). 

34.  Food  constituents,  other  than  arti¬ 
ficial  sweetners,  wliich  are  not  utilized 
in  normal  metabolism  as  a  source  of  cal¬ 
ories,  are  also  useful  as  ingredients  in 
foods  for  special  dietary  uses  (WD-G- 
Ricketts,  Q  &  A  61;  WD-G-Ro.ss,  Q  &  A 
87;  (HEP  487)). 

35.  Such  constituents  include  fibrous 
plant  matter,  commonly  called  “crude 
fiber.”  This  material  is  not  assimilated 
by  the  body  (WD-G-Ricketts,  Q  &  A  62- 
64;  WD-G-Levine,  Q  &  A  113-119;  -HEP 
488)). 

36.  Where  a  food  that  contains  one  or 
more  of  such  constituents  is  offered  for 
special  dietary  use  for  reduction  or  main¬ 
tenance  of  body  weight  or  the  regulation 
of  carbohydrate  intake,  it  is  necessary 
for  the  purpose  of  fully  informing  pur¬ 
chasers  as  to  the  value  of  the  food,  that 
the  label  state  the  percent  by  weight  of 
such  ingredient  and  whether  they  are  nu¬ 
tritive  or  nonnutritive.  The  label  should 
also  bear  a  statement  of  comparison 
tween  the  calorie  content  of  a  specified 
serving  of  such  food  and  an  equivalent 
serving  of  the  same  food  which  does  not 
contain  such  constituents,  or  with  a  food 
without  the  fabrication  or  alteration 


(WD-G-Rlcketts.  Q  &  A  65;  WD-G-Le¬ 
vine.  Q  &  A  121-122,  127;  WD-G-Ros.s, 
Q  i  A  88) .  (Based  on  HEP  489 ;  the  Com¬ 
missioner  has  accepted  the  finding  with 
the  addition  of  tiie  final  clause  in  the 
last  sentence  in  order  to  take  account 
of  the  alternative  means  of  making  the 
comparison  permitted  under  the  stayed 
regulations  and  the  regulation  in  the 
tentative  order.  In  addition,  he  has  not 
accepted  the  finding  that  labeling  about 
nonnutritive  constituents  is  necessary  in 
order  to  inform  persons  with  intestinal 
disorders:  the  listing  of  the  constituent 
in  the  statement  of  ingredients  would 
generally  be  adequate  for  this  purpose, 
and  it  would  not  be  necessary  solely  for 
this  purpose  to  require  an  additional  la¬ 
bel  statement  about  the  presence  of  non- 
nutritive  constituents.) 

Reduced  Calorie  Foods 

37.  Many  focxls  offered  for  special  di¬ 
etary  use  on  the  basis  that  they  have 
been  reduced  in  calories  or  carbohy¬ 
drates  are  not  significantly  different 
from  the  unaltered  food  (WD-G-Levine, 
Q  &  A  93-98,  136,  222;  (HEP  451)). 

38.  Some  foods,  reduced  in  calories  or 
carbohydrates,  are  not  ordinarily  eaten 
in  large  enough  amounts  to  have  an  ap¬ 
preciable  value  in  the  diet  although  the 
reductions  are  high  on  a  percentage  ba¬ 
sis  (WD-G-Levine,  Q  &  A  159-163,  227; 
(HEP  453)). 

39.  Condiments  and  seasonings  ere  not 
of  caloric  impM’tance  in  the  diet.  They 
are  consumed  in  small  amounts.  Caloric 
or  carbohydrate  reduction  in  such  foods 
would  have  little  effect  in  the  diet  of  per¬ 
sons  who  desire  to  restrict  their  calorie 
or  carbohydrate  Intake.  Even  if  the  per¬ 
centage  of  redu'tion  is  high,  it  is  not 
scientifically  reasonable  to  describe  such 
foods  as  “low  calorie”  foods  (WD-G- 
Levine,  Q  &  A  159-163;  WD-G-Ross,  96; 
WD-G-Ricketts,  Q  &  A  72;  (HEP  466)  >. 

40.  Artificial  sweeteners,  both  nutritive 
and  nonnutritive,  can  be  useful  in  diets 
designed  for  the  restriction  of  caloric  in¬ 
take  and  if  promoted  on  this  basis  the 
caloric  reduction  resulting  from  the  use 
of  the  artificial  sweetener  should  be  sig¬ 
nificantly  large  (WD-G-Ricketts,  Q  &  A 
34,  35,49,50;  (HEP  470)). 

41.  The  caloric  significance  of  a  given 
caloric  reduction  hi  a  fotxl  is  not  affected 
by  the  manner  in  which  the  reduction  is 
achieved.  Where  a  fo(xl  for  special  di¬ 
etary  use  is  promoted  on  the  basis  of  a 
reduction  in  its  caloric  content  by  a 
means  other  than  the  use  of  nonnutritive 
sweeteners,  the  reduction  should  be  sig¬ 
nificantly  large  (WD-G-Ricketts.  Q  &  A 
49.  50;  WD-G-Levine,  Q  &  A  128,  129, 
164;  WD-G-Ross,  Q  &  A  91;  WD-G-Iver- 
sen.Q&A68:  (HEP 471)). 

42.  The  nutritional  significance  of  a 
given  caloric  reduction  in  a  food  may  be 
adver.se  depending  upon  the  manner  in 
w'hich  the  caloric  reduction  was 
achieved,  for  example,  where  the  caloric 
reduction  results  in  elimination  of  pro¬ 
tein,  vitamins  or  minerals  (WD-49- 
Hirsch,  pp.  10-11). 

43.  A  50-percent  reduction  requirement 
would  require  some  foods  which  are  good 
sources  of  protein,  such  as  dairy  prod- 
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ucts,  to  reduce  not  only  fat  and  carbo¬ 
hydrate  content  but  protein  content  as 
well  (WD-49-Howard.  pp  18-20) .  (Based 
on  HEF  474;  the  Commissioner  has  lim¬ 
ited  the  findirg  to  “some”  foods,  since 
he  does  not  believe  it  would  be  correct 
with  respect  tc  all  foods.) 

44.  SignihcantLv  more  foods  can 
achieve  a  caloric  reduction  below  50  per¬ 
cent.  and  a  50-percent  requirement  is 
not  consistent  with  the  goal  of  a  mod¬ 
erate  reduction  in  as  many  foods  as  pos¬ 
sible  (WD-53-Mayer.  pp.  50-51;  Mayer, 
Ti-.  28.806;  WE>-49- Hirsch,  p.  16;  WD- 
3A-Sebrell,  p.  23).  (Based  on  HEF  475; 
the  Commissioner  has  not  accepted  the 
part  of  findings  with  respect  to  a  25- 
percent  reduction  for  the  reasons  given 
in  the  Statement  of  Reasons.) 

45.  The  size  of  the  caloric  reduction 
in  a  food  for  special  dietary  use,  whether 
produced  by  the  use  of  a  nonnutritive 
artificial  sweetener  or  by  some  other 
means,  which  would  ju.stify  promotion 
on  the  basis  of  the  reduction  achieved 
was  the  subject  of  sharp  disagreement 
among  the  expert  witnesses  who  spoke 
to  the  matter  (HEF  476) . 

46.  Dr.  Ricketts  stated:  “And  I  stated 
several  times  before  that  the  figure  of 
50  percent  wa.':  an  approximate  one,  an 
arbitrary  one,  and  that  I  had  no  strong 
feelings  about  keeping  it  there  or  mak¬ 
ing  it  60  percent  or  40  percent.  And  I 
suppose  I  could  not  quibble  very  hard 
about  35  percent”  (emphasis  added) 
(Tr.  20826;  (HEF  477) ) 

47.  Dr.  Levine  stated:  “When  it  comes 
to  the  selection  of  50  percent,  sure, 
everything  has  to  be,  in  a  sense  arbi¬ 
trary.  But  let  Tis  say  you  have  a  100- 
calorie  portion  of  something.  If  this  is 
going  to  be  really  useful  for  reduction 
of  weight  it  should  be  arcnind  50  calorics 
for  the  same  serving,  because  there  are 
certain  f(x>ds  that  will  never  be  reduced 
in  caloric  content”  (emnhasis  added) 
Tr.  22212.  And  at  Tr.  22275-76,  he  stated 
that  he  would  consider  an  approximate 
reduction  of  40  percent  in  the  caloric 
value  of  pudding  to  be  significant  (HEF 
478). 

48.  Tliere  was  no  more  agi'eement  on 
a  single  percentage  figure  among  the  ex¬ 
pert  witnesses  who  testified  on  behalf 
of  the  opponents  whose  estimates  ranged 
from  10  percent.  WD-49-Eisenstein,  p. 
16,  Tr.  29419;  to  25  percent,  WD-49- 
Graham,  p.  16;  WD-49-Hlrsch,  p.  18; 
WD-3A-Darby,  p.  6;  WD-53-Mayer,  p. 
49,  Tr.  28796;  to  from  25  to  30  percent. 
Stare.  Tr.  29197-98;  to  33  peirent,  WD- 
49-Olson,  p.  21 ;  (HEF  479) . 

49.  A  50-perceat  minimum  requuement 
may  operate  to  encourage  the  use  of 
“fillers"  in  situations  where  products 
narrowly  fall  short  of  meeting  the  per¬ 
centage  (WD-49-Hirsch,  p.  15;  (HEF 
4800. 

50.  The  Hearing  Examiner  stated: 
“It  appears  that  the  selection  of  a  mini¬ 
mum  percentage  figure  of  reduction  hi 
caloric  value  as  “significant”  for  the  pur¬ 
pose  of  justifying  the  promotion  of  a 
food  for  special  dietary  use  on  the  basis 
of  such  r^uctitm,  is  necessarily  tinged 
w'ith  some  arbitrariness.  Under  the  cir¬ 
cumstances  and  in  the  light  of  the  evi¬ 


dence,  I  am  persuaded  to  suggest  that 
the  figure  of  35  percent  is  reasonable, 
workable  and  most  equitable  *  • 
(Based  on  HEF  481;  the  Commissioner 
has  not  accepted  the  part  of  the  findings 
with  respect  to  tlie  (het  of  diabetics  for 
the  reasons  given  hi  the  Statement  of 
Reasons.) 

51.  Where  a  food  for  special  dietary 
use  is  promoted  on  the  b^is  tliat  it  is 
“lower  in  calories.”  it  is  reasonable  and 
necessai’y  to  fully  inform  a  purchaser  as 
to  the  value  of  tlie  food  that  the  label 
bear  a  .statement  of  comparison  show- 
mg  tlie  caloric  content  of  a  specified 
servmg  of  the  food  and  the  caloric  con¬ 
tent  of  an  equivalent  serving  of  a  simi¬ 
lar  food  as  customarily  made  and  con¬ 
sumed  ( WD-G-Ricketts,  Q  &  A  67 ;  WD- 
G-Levine,  Q  &  A  155,  156;  WD-G-Ros.s, 

A90:  (HEF  482)  ). 

Low  Calorie  Foods 

52.  In  spite  of  the  wide  usage  of  the 

term  “low  in  calories”  hi  the  labeling  of 
foods  for  special  dietary  use  in  reducing 
or  maintahiing  body  weight,  there  is  no 
common  standard  to  determine  when  a 
food  Ls  “low’  in  calories”  (WD-G-Moses, 
Q  &  A  60,  62,  75-89;  WD-G-Iversen, 
Q  &  A  67;  e.g.,  81-140  calories  per  serv¬ 
ing,  Exhs.  P-1031-1034;  40-130  calories 
per  serving.  Exhs.  P-801,  P-807,  P-812, 
P-814.  P-856,  P-940,  P-941,  P-943, 

P-945.  P-946,  P-947,  P-949,  P-956. 

P-972.  P-991,  P-1003,  P-1009;  (HEF 

454) ). 

53.  A  food  for  special  dietary  use 
which  is  promoted  on  the  basis  that  it 
is  a  “low’  calorie”  food  should,  in  order 
to  fully  inform  a  purchaser  as  to  its 
value,  be  required  to  meet  a  caloric 
standard  designating  a  food  as  a  “low 
calorie”  food  (WD-G-Levine,  Q  &  A  142- 
145;  WD  G-Ricketls,  Q  &  A  81;  (HEF 
483) >. 

54.  The  dLspute  concerning  the  stand¬ 
ard  for  “low  calorie”  was  less  sharp  than 
that  involving  the  significance  of  caloric 
reduction.  Drs.  Ricketts,  Levine,  and 
Ross  stated  that  a  serving  of  such  a  food 
should  not  exceed  15  to  25  calories  and 
that  the  total  contribution  to  a  day’s 
diet  should  not  exceed  50  calories  (WD- 
G-Ricketts,  Q  &  A  81,  82;  WD-G- 
Levine,  Q  &  A  139,  140;  WD-GRoss,  Q 
&  A89;  (HEP484>  *. 

55.  Dr.  Mayer  w  as  of  the  opinion  that 
the  definition  should  include  foods 
ranging  from  25  to  75  calories  (WD-53- 
Mayer,  54-55;  (HEF  485) ). 

56.  Tlie  Hearing  Examiner  stated  “As 
in  ‘significant  reduction'  fixing  a  stand¬ 
ard  for  qualification  of  a  food  as  ‘low 
calorie’  is  more  or  less  arbitrary  in  na¬ 
ture.  In  view’  of  the  evidence  it  is  sug¬ 
gested  that  a  fair  figure  would  be  not 
more  than  25  kcalories  per  serving  with  a 
dally  ceiling  of  65  calories.”  (Based  on 
HEP  486;  the  Commissioner  has  not  ac¬ 
cepted  the  part  of  the  findings  relating 
to  the  particular  figure  that  should  be 
set  for  the  reasons  given  in  the  State¬ 
ment  of  Reasons.) 

57.  Caloric  density,  that  Is,  the  ratio 
of  calories  to  weight,  varies  among  foods 
(P-719) . 

58.  Government  and  opponent  witnes¬ 
ses  indicated  that  caloric  density  should 


be  considered  in  determining  tlie  special 
dietary  value  of  a  food  as  a  low  calorie 
food  (Darby,  Tr.  26,305,  26,309,  26,313; 
WD-G-Ricketts,  p.  15;  Levine,  Tr.  22.- 
353-54,  22,239). 

59.  'The  ratio  of  calories  to  gram  of 
sugar  is  approximately  4:1,  tliat  is.  four 
calories  to  a  gram  (P-719,  p.  73). 

60.  Sugar,  as  pure  carbohydrate,  is  a 
calorically  dense  food  (Levine,  22,353-54, 
‘22,239). 

61.  Those  soups,  juices,  fruits,  and 
vegetables  W’hich  contain  less  than  65 
calories  in  an  ordinary  serving  contain 
a  ratio  of  calories  to  grams  of  from  1:2 
to  1 :20.  that  is,  one-half  to  one-twentieth 
of  a  calorie  per  gram,  and  most  contain 
one-third  to  one-sixth  of  a  calorie  per 
gram  (P-719,  pp.  66-69,  47-49,  39r-46, 
77-86 ». 

62.  Soups,  juices,  fruits,  and  vegetables 
containing  less  than  65  calories  in  an 
ordinary  serving  are  from  one-eighth  to 
one-eightieth  as  calorically  dense  as 
sugar,  and  most  are  from  one-tw'elfth  to 
one-twenty-fourth  as  calorically  dense 
as  .sugar. 

63.  The  caloric  densities  of  soups, 
juices,  fruits,  and  vegetables  are  among 
the  low’cst  of  all  foods  eaten  in  the 
United  States  (P-719). 

64.  There  is  no  justifiable  reason  for 
restricting  the  term  “low  calorie”  on  the 
basis  of  average  total  daily  Intake  of  the 
food  since  the  overall  nutritional  con¬ 
tribution  of  the  food  must  be  considered 
in  dietary  planning  (WD-3A-Darby.  p. 
6). 

Proposed  Findings  of  Fact  Relevant  to 
.5  125.6  (jS  105.67  of  Tentative  Order) 

65.  There  were  approximately  2.3  mil¬ 
lion  ‘’diabetics”  in  tlie  United  States  in 
1970.  The  median  ages  w'ere  60.2  years 
for  males  and  61.8  years  for  females. 
Tw’o-thirds  of  all  diabetics  were  over  55 
years  of  age.  Diabetics  w’ho  w’ere  under 
age  25  comprised  5  percent  of  the  total. 
Undetected  cases  of  this  disease  may  have 
amounted  to  approximately  2  percent  of 
the  population  in  addition.  Persons  suf¬ 
fering  from  diabetes  mellitus  are  known 
as  “diabetics”  (Exh.  P-1082,  pp.  3-4;  WD- 
G-Levine,  Q  &  A  171).  (Based  on  HEF 
490;  the  Commissioner  accepts  the 
statistical  findings  as  valid  as  at  the 
time  of  the  hearing.) 

68.  There  are  no  regulations  presently 
having  specific  reference  to  fcKxis  for  use 
in  the  diets  of  diabetics  (WD-G-Moses, 
Q  &  A  72.  p.  39  (HEF  491) ) . 

67.  The  stayed  regulations,  which  are 
the  subject  of  the  public  hearing  herein, 
published  in  December  1966;  H.E.  Exh. 
No.  3.  includes  5  125.6  (a),  (b),  (c).  and 
(d)  which  regulates  label  statements  for 
foods  represented  for  the  special  dietary 
use  of  diabetics  (HEF  492) . 

68.  On  June  6,  1969  during  the  course 
of  the  public  hearing,  the  Chief  of  the 
Fo(xi  Case  Branch,  Division  of  Case 
Guidance,  Bureau  of  Regulatory  Compli¬ 
ance  of  the  FDA  offered  testimony  sug¬ 
gesting  the  elimination  of  stayed  §  125.6 
(WD-G-Moses,  p.  41;  (HEF  493)). 

69.  Such  elimination  was  suggested  be¬ 
cause  “at  the  time  stayed  §  125.6  was 
drafted,  I  though  it  might  be  advisable 
to  require  a  clear  and  direct  declaration 
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when  a  food  was  intended  for  use  in 
diabetic  diets,  since  this  might  be  less 
likely  to  mislead  consumers  than  the 
many  indefinite  descriptive  terms  now 
being  used  on  such  foods.  Since  that  time, 
however,  further  experience  has  caused 
me  to  reconsider — I  am  informed  that 
usually  the  diet  of  diabetics  must  be  re¬ 
stricted  in  calories  as  well  as  in  readily 
assimilated  sugar  and  carbohydrates.  The 
information  needed  by  diabetics  to  con¬ 
trol  their  intake  of  calories  is  required 
by  stayed  5  125.5.  I  therefore  do  not  be¬ 
lieve  stayed  §  125.6  is  necessary”  tWD- 
G-Mo.ses,  pp.  40-41 :  (HEF  494) ) . 

70.  The  diets  recommended  for  dia¬ 
betics  are  not  identical  to  diets  recom¬ 
mended  for  weight  reduction  or  weight 
control  (WD-49-9human.  p.  2;  WE>-49- 
Graham,  p.  13;  WEt-49 -Marble,  p.  2; 
WD-98-Bondy,  p.  3;  Stelnke,  Tr.  30551; 
WD-O-Rlcketis,  Q  &  A  87;  WD-G-Le- 
vine,  Q  &  A  187;  WD-G-Ross,  Q  &  A  80- 
82;  (HEF  495)). 

71.  The  carbohydrate  intake  recom¬ 
mended  for  diabetics  depends  on  many 
factors.  Including  the  ratio  of  fat  to  pro¬ 
tein  in  the  food  consumed.  Caloric  re¬ 
duction  per  se  has  greater  significance  in 
diets  for  weight  reduction  or  w’elght  con¬ 
trol  than  in  the  diets  of  diabetics.  Many 
persons  with  diabetes  are  of  normal 
weight,  or  even  underweight,  and  do  not 
need  low  calorie  diets.  If  a  diabetic  is  not 
overweight,  his  diet  is  not  the  same  as 
that  of  an  overweight  person  (WD-49- 
Kagan,  p.  22,  Tr.  30611;  wr>-49-Shu- 
man,  p.  2;  WD-49-Marble.  p.  2;  WI>-49- 
Hirsch,  p.  23;  Stelnke.  Tr.  30554-55). 
(Based  on  HEF  496;  the  Commissioner 
has  not  accepted  tlie  part  of  the  findings 
relating  to  the  nature  of  the  dietary 
needs  of  diabetics  for  the  reasons  given 
in  the  Statement  of  Reasons.) 

72.  Diabetics  are  sophisticated  in  their 
choice  of  foods  and  the  label  statement 
“for  the  diets  of  diabetics”  as  the  means 
of  identification  of  foods  intended  for 
such  use  would  be  beneficial  and  assist 
in  fully  informing  such  purchasers  as  to 
tlw  value  of  the  foods  (Bondy,  Tr.  30073- 
74;  WD-49-Oitter,  p.  22;  Stelnke,  Tr. 
30555-56;  (HEF  497)). 

Proposed  Conci.ttsions  op  Law 

A.  With  respect  to  S  105.66  Label 
statements  relating  to  usefulness  in 
maintaining  or  reducing  caloric  Intake  or 
body  weight: 

The  Commissioner  concludes,  based  on 
the  foregoing  statement  of  reasons,  in 
conjunction  with  the  findings  of  fact 
herein  published,  that: 

1.  It  is  reasonable  and  necessary,  to 
fully  inform  purchasers  of  the  value  of 
foods  for  special  dietary  uses,  to  require 
that  the  labels  of  any  food  that  purports 
to  be  or  is  represented  as  useful  in  main¬ 
taining  or  reducing  caloric  intake  or  body 
weight  bear  label  statements  as  required 
by  5  105.66  as  set  forth  in  the  tentative 
order. 

2.  It  is  reasonable  and  necessary  to 
prevent  purchasers  of  special  dietary 
foods  for  use  in  maintaining  or  reducing 
caloric  intake  or  body  weight  from  being 
misled  about  foods  which  are  not  of  spe¬ 
cial  dietary  usefulness  for  such  purpose 


to  restrict  the  use  of  label  statements, 
and/or  to  require  certain  disclosures  on 
foods  that  are  not  of  such  special  dietary 
usefulness  as  required  by  5  105.66  as  set 
forth  in  the  tentative  order. 

B.  With  respect  to  S  105.67  Label 
statements  relating  to  food  for  use  in  the 
diet  of  diabetics: 

The  Commissioner  concludes,  based  on 
the  foregoing  statement  of  reasons,  in 
conjunction  with  the  findings  of  fact 
herein  published,  that: 

1.  It  is  reasonable  and  necessary,  to 
fully  inform  purchasers  of  the  value  of 
foods  for  special  dietary  uses,  to  require 
that  the  labels  of  any  food  that  purports 
to  be  or  is  represented  for  use  in  the 
diet  of  diabetics  bear  the  label  state¬ 
ments  as  required  by  §  105.67  as  set  forth 
in  the  tentative  order. 

2.  It  is  reasonable  and  necessary  to 
prevent  purchasers  of  special  dietary 
foods  for  use  in  the  diet  of  diabetics  from 
being  misled  about  foods  tlihat  are  not 
of  special  dietary  usefulness  for  such 
purpose  to  restrict  the  use  of  label  state¬ 
ments  as  required  by  §  105.67  as  set  forth 
in  tlie  tentative  order. 

Tentative  Order 

Therefore,  on  the  basis  of  the  foregoing 
statement  of  reasons,  findings  of  fact, 
and  conclusions  of  law  drawn  therefrom: 
It  is  ordered,  That  the  stay  of  the  effec¬ 
tive  date  of  §§  125.5  and  125.6  (now 
105.67)  as  promulgated  in  the  Federal 
Register  of  December  14.  1966  (31  FR 
15730)  be  ended  and  redesignated  as 
§5  105.66  and  105.67,  respectively,  and  re¬ 
vised  to  read  as  follow's: 

§  10.>.66  I.alM'l  tiliiteiiionH  roluliiig  lo 
u•>rflllnrs^<  in  ri'diiciiig  <tr  mainlaiii* 
ing  raloric  iiituke  or  ImmIv  weight. 

(a)  General  requirements.  Any  food 
that  purports  to  be  or  is  represented  for 
special  dietary  use  because  of  usefulness 
in  maintaining  or  reducing  caloric  intake 
or  body  weight,  including,  but  not  lim¬ 
ited  to  any  food  which  bears  representa¬ 
tions  that  it  is  low  or  reduced  in  calories, 
shall  bear: 

(1)  Nutrition  labeling  in  conformity 
with  §  101.9  of  this  chapter,  unless  ex¬ 
empt  under  that  section;  and 

(2)  On  its  label  the  statement  “Weight 
control  by  diet  requires  limiting  total  in¬ 
take  of  calories.” 

(b)  Food  fabricated  or  altered  to  lower 
caloric  content.  (1)  Any  food  subject  to 
paragraph  (a)  of  this  section  which  has 
been  fabricated  or  altered  to  lower  its 
caloric  content  (e.g.,  “low  calorie”  food 
made  by  replacing  a  nutritive  ingredient 
with  a  nonnutritive  Ingredient,  a  “re¬ 
duced  calorie”  food  made  by  adding  a 
nonnutritive  filler)  shall  bear  on  its 
principal  display  panel  a  clear  and  con¬ 
cise  statement  of  how  the  special  dietary 
usefulness  has  been  achieved,  and  the 
percentage  by  weight  of  any  nonnutritive 
ingredient  used  to  achieve  the  special 
dietary  usefulness. 

(2)  A  special  dietary  food  may  con¬ 
tain  a  nonnutritive  sweetener  or  other 
ingredient  only  if  the  ingredient  Is  safe 
for  use  in  the  food  under  the  applicable 
law  and  regulations  of  this  chapter.  Any 


food  which  achieves  Its  special  dietary 
usefulness  in  reducing  or  maintaining 
caloric  intake  or  body  weight  through 
the  use  of  a  nonnutritive  sweetener  shall 
bear  on  Its  principal  display  panel  the 
statement  required  by  paragraph  (b)  (1) 
of  this  section,  but  need  not  state  the 
percentage  by  weight  of  the  nonnutritive 
sweetener.  If  a  nutritive  sweetener (s)  as 
well  as  a  nonnutritive  sweetener (s)  is 
added,  the  statement  shall  indicate  the 
pre.sence  of  both  types  of  sweeteners,  e.g., 
“Sweetened  with  nutritive  sweetener(s) 


( _ ),  and  nonnutritive  sweet¬ 
ener  (s)  ( _ )”  (the  blanks  to 


be  filled  in  with  the  name  of  the  sweet¬ 
eners  u.sed). 

(c)  "Low  calorie"  foods.  (1)  A  food 
may  purport  to  be  or  be  represented  as 
low  calorie  only  if : 

(1)  A  serving  of  the  food  supplies  no 
more  than  40  calories,  and 

(ii)  Tlie  food  does  not  provide  more 
than  0.4  calorie  per  gram,  as  consumed, 
and 

(hi)  The  food  bears  on  its  principal 
display  panel  the  term  “low  calorie,"  “low 
in  calories,”  or  “a  low  calorie  food”  in 
type  size  no  smaller  than  one-half  of  the 
largest  type  size  used  on  the  label  to  rep¬ 
resent,  suggest,  or  imply  special  dietary 
usefulness,  or  type  size  1/16  inch  in 
height,  whichever  is  larger. 

(2)  Foods  that  are  low  calorie  within 
the  meaning  of  paragraph  (c)  (1)  of  this 
section,  as  naturally  occurring,  without 
having  any  fabrication  or  alteration,  may 
be  labeled  as  a  low  calorie  food,  e.g., 
“celery,  a  low  calorie  food.”  They  may 
may  not  be  labeled  with  the  term  “low 
calorie”  immediately  preceding  the  name 
of  the  food  because  it  would  imply  that 
the  f(X}d  has  been  altered  to  lower  its  cal¬ 
ories  with  respect  to  other  foods  of  the 
same  tj-pe, 

(d)  "Reduced  calorie"  foods,  and  other 
comparative  claims.  (1)  A  food  may  be 
labeled  as  “reduced  calorie,”  or  with 
other  terms  representing  or  suggesting 
special  dietary  usefulness  on  the  basis  of 
a  fabrication  or  alteration  that  makes 
the  food  lower  in  calories  than  a  food  it 
can  substitute  for  in  the  diet  only  if: 

(i)  A  comparison  of  the  calorie  con¬ 
tent  of  a  specified  serving  of  the  food 
with  the  calorie  content  of  an  equivalent 
serving  of  the  same  food  without  the 
fabrication  or  alteration  of  SF>ecial  diet¬ 
ary  significance  reveals  a  calorie  reduc¬ 
tion  of  at  least  one-third  and  of  at  least 
25  calories  per  serving; 

(ii)  The  food  bears  on  its  label  a  state¬ 
ment  which  clearly  and  concisely  de¬ 
scribes  the  comparison  upon  which  the 
claim  of  special  dietary  usefulness  is 
made.  The  statement  shall  either  Identify 
a  specific  focxl  having  at  least  one-third 
more  calories  and  at  least  25  more  cal¬ 
ories  per  serving  for  which  the  food  can 
substitute,  or  indicate  that  the  claim  of 
special  dietary  usefulness  is  based  on  a 
comparison  with  the  same  food  without 
the  fabrication  or  alteration  of  special 
dietary  significance.  The  statement  shall 
also  include  a  comparison  between  the 
calorie  content  of  a  specified  serving  of 
the  food  and  an  equivalent  serving  of  the 
food  it  substitutes  for,  or  the  same  food 
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without  the  fabrication  or  alteration  of 
special  dietary  significance. 

(iil)  The  food  is  not  nutritionally  in¬ 
ferior,  under  the  criteria  set  forth  in 
§  101.3(e)  of  tills  chapter,  to  the  food  for 
which  it  substitutes  or  the  same  food 
without  the  fabrication  or  alteration  of 
special  dietary  significance,  and 

(iv)  The  food  can  be  reasonably  ex¬ 
pected  to  substitute  for  a  food  having  at 
least  one-third  more  calories  per  serv¬ 
ing,  and  at  least  25  more  calories  per 
serving,  that  is  sold  in  sufficient  quanti¬ 
ties  that  it  is  useful  for  those  on  calorie- 
restricted  diets  to  be  aware  of  tlie  lower- 
calorie  substitute  for  it. 

(2)  (i)  Any  food  subject  to  this  para¬ 
graph  (d)  which  is  similar  in  all  its  or¬ 
ganoleptic  properties  to  the  food  it  is 
represented  as  substituting  for,  or  to  the 
food  without  the  fabrication  or  altera¬ 
tion  of  special  dietary  significance,  shall 
be  labeled  as  “reduced  calorie.”  “re¬ 
duced  in  calories,”  or  “a  reduced  calorie 
food”  in  type  size  no  smaller  than  one- 
half  of  the  largest  type  size  used  on  the 
label  to  represent,  suggest  or  imply  spec¬ 
ial  dietary  usefulness,  or  tjT>e  size  1, 16 
inch  in  height  whichever  is  larger. 

(ii)  Any  food  subject  to  this  paragraph 

(d)  which  does  not  resemble  in  all  its 
organoleptic  properties  the  specific  food 
for  which  it  substitutes,  eg.,  canned 
pears  packet  in  unsweetened  water,  in 
comparison  with  pears  in  heavy  syrup, 
may  be  labeled  with  appropriate  terms 
to  indicate  its  dietary  usefulness,  e.g., 
“for  calorie  restricted  diets,”  but  may  not 
be  labeled  as  “reduced  calorie,”  “re¬ 
duced  in  calories”  or  wiUi  any  other 
terms  in  juxtaposition  with  its  name  or 
in  the  labeling  that  represents  or  sug¬ 
gests  that  the  food  is  essentially  the  same 
as  the  other  food  in  all  its  organoleptic 
properties  except  for  a  reduction  in  cal¬ 
ories. 

(3)  It  may  not  be  technologically  fea¬ 
sible  to  manufacture  a  “reduced  calorie” 
focxi  imder  the  criteria  set  forth  in  this 
paragraph  for  all  foods  which  are  sig¬ 
nificant  dietary  source  of  calories  and 
for  which  it  would  be  useful  to  tliose 
on  calorie-restricted  diets  to  have  a  re¬ 
duced  calorie  substitute.  Accordingly,  the 
Commissioner  may  establish  by  regula- 
tiMi  acceptable  alternative  criteria  for 
a  “reduced  calorie”  food,  in  a  regulation 
issued  pursuant  to  section  401  of  the  act 
establishing  a  standard  of  identity  for 
the  food,  in  a  regulation  in  Part  102  of 
this  chapter  establishing  a  common  or 
usxial  name  for  the  food,  in  an  amend¬ 
ment  to  this  section,  or  in  a  regulation 
issued  pursuant  to  sections  201  (n) 
and  403(a)  of  the  act.  A  petition 
requesting  such  a  regulation  shall  be  sub¬ 
mitted  to  the  Hearing  Clerk  in  the  form 


established  by  Part  10  of  this  chapter. 
Under  no  circumstances  will  a  food  be 
permitted  to  be  labeled  as  “reduced  cal¬ 
orie”  unless  (1)  the  petition  demonstrates 
that  it  is  not  feasible  to  attain  a  greater 
caloric  reduction  than  that  for  which 
approval  is  sought  and  (ii)  the  petition 
demonstrates  that  the  use  of  the  food, 
with  the  caloric  reduction  attained,  will 
result  hi  a  significant  reduction  m  cal¬ 
ories  in  the  daily  diet. 

(e)  Label  terms  suggesting  usefulness 
in  regulating  caloric  intake  or  body 
weight.  (1)  Except  as  provided  hi  para¬ 
graph  (e)  (2)  and  (3)  of  this  section, 
a  food  may  be  labeled  witli  terms  such 
as  “diet,”  “dietetic.”  “for  calorie  restrict¬ 
ed  diets,”  “weight  control,”  “artificially 
sweetened,”  “sweetened  with  nonnutri¬ 
tive  sweetener,”  or  other  such  terms  rep¬ 
resenting  or  suggesting  usefulness  in  reg¬ 
ulating  caloric  intake  or  body  weight 
only  if :  The  food  is  labeled  “low  calorie” 
or  “reduced  calorie”  or  bears  a  compara¬ 
tive  claim  of  special  dietary  usefulness 
in  compliance  with  paragraph  <c)  or  (d) 
of  this  section. 

<2)  Paragraph  (e)(1)  of  tliis  section 
shall  not  apply  to  any  use  of  such  terms 
which  is  specifically  authorized  by  a  reg¬ 
ulation  governing  a  particular  food,  or, 
unless  otherwise  restricted  by  regulation, 
to  any  use  of  the  term  “diet.”  which 
clearly  shows  that  the  food  is  offered 
solely  for  dietary  u.se(s)  other  than  reg¬ 
ulating  caloric  intake  or  body  weight, 
e  g.,  “for  low'-sodiiim  diets.” 

(3)  Paragraph  (e)  Q)  of  this  section 
shall  not  apply  to  any  use  of  such  temis 
on  a  formulated  meal  replacement,  low 
calorie  meal,  or  other  food  that  is  rep¬ 
resented  to  be  of  special  dietary  use  as 
a  whole  meal  pending  the  issuance  of  a 
regulation  governing  the  use  of  such 
terms  on  such  foods. 

(f)  Use  of  terms  such  as  “sugar  free," 
“sugarless,”  “no  sugar,”  etc.  Consumers 
may  reasonably  be  expected  to  regard 
terms  such  as  “sugar  free,”  “sugarless,” 
“no  sugar,”  etc.,  as  indicating  a  product 
which  is  low'  in  calories  or  significantly 
reduced  in  calories.  Consequently,  ex¬ 
cept  as  provided  in  paragraph  <f)  *2)  of 
this  section,  a  food  may  not  be  labeled 
with  such  terms  unless: 

(1)  It  is  labeled  “low'  calorie”  or  “re¬ 
duced  calorie”  or  bears  a  comparative 
claim  of  special  dietary  usefulness  la¬ 
beled  in  compliance  with  paragraph  ^c) 
or  (d)  of  this  section,  or 

(2)  The  “sugarless”  term  is  immedi¬ 
ately  accompanied,  each  time  it  is  used, 
by  the  statement  “Not  a  reduced  calorie 
food”  or  “Not  a  low  calorie  food,”  such 
statement  to  be  in  a  type  size  at  least 
as  large  as  the  type  size  employed  for  the 
accompanying  “sugarle.ss”  tern. 


§  105.67  I.4il>el  statemrnlii  rrlaliiig  to 
food  for  use  in  Uic  diet  of  diabclio. 

(a)  A  food  that  purports  to  be  repre¬ 
sented  or  special  dietary  use  because  of 
usefulness  in  the  diet  of  diabetics  shall 
bear  nutrition  labeling  in  compliance 
with  §  101.9  of  this  chapter,  unless  ex¬ 
empt  under  that  section,  and  the  state¬ 
ment  “Diabetics:  This  product  may  be 
useful  in  your  diet  on  the  advice  of  a 
physician.  This  food  is  not  a  reduced 
calorie  food.”  If  the  food  is  useful  in 
inaintaing  or  reducing  calorie  Intake  or 
body  w'eight  and  labeled  in  conformity 
with  §  105.66,  the  last  sentence  may  be 
eliminated. 

(b)  A  food  shall  not  be  represented 
to  be  useful  in  the  diets  of  diabetics  if 
such  representation  is  false  or  mi.slead- 
ing. 

(c>  The  term  “diabetic,”  “for  diabet¬ 
ics,”  “diabetes,”  or  the  like,  shall  not  be 
included  as  part  of  the  name  of  any  food, 
or  otherw'ise  be  included  on  the  labeling 
more  prominently  than  the  statement  re¬ 
quired  by  paragraph  (a)  of  this  section. 

(d)  The  term  “dietetic,”  “diet,”  or  the 
like,  shall  not  be  included  in  the  labeling 
of  a  food  solely  because  of  its  possible 
usefulness  in  the  diet  of  diabetics. 

(e)  A  food  shall  not  purport  to  be  or 
be  represented  for  special  dietary  use  be¬ 
cause  of  usefulness  in  the  diet  of  diabetics 
solely  by  virtue  of  its  being  a  food  use¬ 
ful  in  reducing  or  maintaining  caloric  in¬ 
take  or  body  weight. 

Interested  persons  may.  on  or  before 
August  18,  1977,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville. 
Md.  20857,  w'ritten  exceptions  regarding 
this  tentative  order  in  relationship  to  the 
administrative  record  for  this  proceed¬ 
ing.  Exceptions  shall  point  out  with  par¬ 
ticularity  the  alleged  errors  in  the  pro¬ 
posed  findings  of  fact  and  tentative 
order  and  contain  specific  references  to 
the  pages  of  the  transcript  of  testimony 
and  to  the  exhibits  on  which  the  excep¬ 
tions  are  based.  Exceptions  and  accom¬ 
panying  briefs  should  be  filed  in  quadru¬ 
plicate  (except  that  individuals  may  sub¬ 
mit  single  copies),  and  should  be  identi¬ 
fied  w'ith  the  Hearing  Clerk  docket  num¬ 
ber  found  in  brackets  in  the  heading  of 
this  document.  Received  exceptions  and 
accompanying  briefs  may  be  seen  in  the 
above  office  Monday  through  Friday, 
from  9  a.m.  to  4  p.m.,  except  on  Federal 
legal  holidays. 

Dated:  July  5, 1977. 

Donald  Kennedy, 
Commissioner  of  Food  and  Drugs. 
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